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TERLY is an original publication in the field 
of this law, which has a great and lasting 
value to all interested in its subject. For 
the QuARTERLY is designed to provide a 
constructive discussion of this law, through 
authoritative papers on it, in order to ac- 
complish significant objectives. They are: 
(1) to create a better understanding of 
the law; (2) to further a due solution of 
its problems; (3) to achieve a high state 
of its operation, application and develop- 
ment; and (4) thus to secure a maximum 
attainment of its great remedial purposes, 
which aré to safeguard the health of our 
people and to protect them from injurious 
trade deceit. In short, while this law re- 
ceives appropriate consideration by the 
officers who administer it and the courts 
which enforce it, there remains the need for 
its basic study as a fundamental law of the 
land and for the objectives stated. And the 
QuarTERLY is intended to satisfy that 


need. 
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Second Annual Meeting of Section 


on Food, Drug and Cosmetic Law 
of New York State Bar Association 


CHARLES WESLEY DUNN 


S PREVIOUSLY STATED,’ this Section is the first and only 
organization of the American bar in the field of the food, drug, 

and cosmetic law.?. It was organized on July 19, 1945, by 27 
lawyers in New York City who practice in that field. It now has 26 


1 See the Food Drug Cosmetic Law Quarterly, Volume 1, p. 5. 

2It should be noted here that, at its organization meeting, the charter members 
of this Section voted to act for the establishment of a similar section in the American 
Bar Association. Hence we caused the introduction of the following resolution in the 

House of Delegates of that Association, at its annual meeting in 1946: 
“Resolved, That the Association create a specia] committee on the Food, 
Drug and Cosmetic Law to consider the desirability of the formation of a new 
and permanent committee of the Association, or a section on the Food, Drug 

and Cosmetic Law, and report to the Association thereon.’’ 


This resolution was referred to the Section of Administrative Law. Thereupon the 
Chairman of that Section appointed the following members of the special committee thus 
authorized: Leslie D. Harrop, Michigan; James F. Hoge, New York; Urban A. Lavery, 
Illinois; Lee Reeder, Missouri; Oscar Titiev, Massachusetts; and Charles Wesley Dunn, 
Chairman, New York. The special committee will submit its report by July 1, 1947; 
the American Bar Association will probably act on this report at its Cleveland meeting 
in September 1947; and we hope that it will then sanction a permanent committee or 
section thereof on the food, drug, and cosmetic law. Such an organization, of course, 
will supplement and not replace the original Section on Food, Drug and Cosmetic Law 
of the New York State Bar Association. For they will each have the same objectives, 
and a more or less identical membership. 
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charter * and 87 additional active and 36 asso- 
ciate members,‘ or 149 in all; they include the 
national leaders in this branch of the law; and 
their number is constantly increasing. This last 
is so because such law has grown to a vast 
Crartes Westey Dunn’ extent and has become a very important part of 

our jurisprudence, from a commercial stand- 
point; and therefore it requires many lawyers to deal with it. The 
existing members of the Section are named in the annex hereto, for 
reference. 





Meetings Held by Section 


The first annual meeting of this Section was held in the Meeting 
Hall of the Association of the Bar of the City of New York, on January 
24, 1946; and its proceedings were recorded in the March 1946 issue 
of the Food Drug Cosmetic Law Quarterly.’ The Section then held a 
special meeting on June 25, 1946, at the same place, to commemorate the 
fortieth anniversary of the original Federal Food and Drugs Act of June 
30, 1906; and the proceedings of this historic meeting were recorded in 
the September 1946 issue of the Quarterly.° The Section next held its 
second annual meeting at the same place, on January 23, 1947; the 
papers read there were published in the March 1947 issue of the 
Quarterly;’ and this statement is designed to explain that meeting fur- 
ther. Thus it is made clear that one purpose of the Quarterly is to 
record the proceedings of the Section, although it is not an organic part 
thereof; and this purpose coincides with the fundamental objective of 
the Quarterly. For it was established to provide a constructive discus- 





’ We regret to record that one charter member recently died. He was Clinton H. 
Blake, counsel for the National Sugar Refining Company. 

* Active members are members of the bar in New York State; and associate members 
are members of the bar in other States. 

5 Volume 1, Number 1. 

* Volume 1, Number 3. The full proceedings of this historic meeting were published 
by Commerce Clearing House, Inc., in a special and beautiful volume, which is an 
invaluable addition to the library of any person or organization interested in its subject. 
_ It is an original and lasting source of basic reference information on that subject. 
™ Volume 2, Number 1. 
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sion of the food, drug, and cosmetic law, which has a significant public 
value. 

The second (as in the case of the first) annual meeting of this 
Section was preceded by a symposium on the Robinson-Patman Act.® 
It was held under the auspices of the Section at the same place, on 
January 22, 1947. There Lewis C. Ryan, President of the New York 
State Bar Association, made the following remarks: ° 


“I was happy to receive an invitation from your chairman to come here this 
morning because it affords me an opportunity to bring to you a word of greeting 
and commendation from the officers of the Association and to pay tribute to the 
development of this outstanding Section. 

“In my opinion, this Section is one of the great bar association groups of all 
time and that statement applies not only to state bar associations but to the American 
Bar Association as well. May I add that its magnificent program and development 
have been a source of great personal pride and satisfaction to me, and I shall tell 
you why. A year and a half ago I called unannounced upon Mr. John S. Prescott, 
of the legal department of the General Foods Corporation, to tell him of the work 
of our Association and of my desire to contact the attorneys who represented the 
great food and drug companies in this area. He told me about Charles Wesley Dunn 
and made an appointment with him for me. In a few minutes I was in his office and 
this Section is the result of that visit. 

“Mr. Dunn told me of his interest in organizing the lawyers who were interested 
in specializing in the food, drug and cosmetic law, and I assured him that our Asso- 
ciation would welcome the opportunity to sponsor such a group as a Section within 
our Association . . . I need not say that the officers of the Association are extremely 
proud of your organization and its accomplishments, of its standing and prestige, and 
of its rise to national fame.” 


The audience at this second annual meeting of the Section exceeded 
150. It included representative members of the Section, who came from 


® The Robinson-Patman Act amends the Federal law against price and other trade 
discrimination, which is contained in Section 2 of the Clayton Anti-Trust Act. This 
is a law in which lawyers serving the food, drug, and cosmetic industries are greatly 
interested; and consequently the Section has established an annual symposium thereon, 
which precedes its annual meeting. . That symposium is designed to provide an authori- 
tative discussion of such law; and it has developed into a national institution. For it 
has invited the attendance of leading counsel in major industries generally; and the 
Federal Trade Commission officially participates in its discussion. The audience at the 
1947 symposium exceeded 300; and it included lawyers from 14 States and the District 
of Columbia. The program was: (@) an address by Lowell B. Mason, a member of the 
Federal Trade Commission; (b) a round-table discussion on the validity of a delivered 
price, by Walter B. Wooden (Associate General Counsel of the Commission), Gilbert H. 
Montague and Charles Wesley Dunn; and (c) papers by H. Thomas Austern (on required 
competitive injury and permitted meeting of competition), Jerrold G. Van Cise (on 
functional prices), and William J. Warmack (on cost accounting problems). There was 
a discussion from the floor on each paper, in which Dr. Corwin D. Edwards (Professor 
of Economics at Northwestern University) participated. Following Commissioner Mason's 
address, a special committee, of which James F. Hoge is chairman, was appointed to 
act for an increase in the compensation of members of the Federal Trade Commission. 
The proceedings of this symposium have been published by Commerce Clearing House, 
Inc. 

* These remarks are added because they record the historic origin of this Section. 
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ten States and the District of Columbia; and numerous officials of the 
Food and Drug Administration in the Federal Security Agency. It 
also included (among others) R. E. Curran, Legal Adviser to the 
Canadian Department of National Health and Welfare;'® and J. W. 
Holloway, Jr., Director of the Bureau of Legal Medicine and Legislation 
of the American Medical Association. We were gratified by the fact 
that the attendance at this meeting was larger and more representative 
than at the first annual meeting of the Section, which indicates progress 
in its development. Dr. Paul B. Dunbar, Commissioner of Food and 
Drugs in the Federal Security Agency, sent the following letter of regret: 


“Dear Mr. Dunn: 


“I regret that I was unable to attend the recent meeting of the Section on Food, 
Drug and Cosmetic Law of the New York State Bar Association. I have read 
some of the papers presented there and have heard about others from several persons 
who attended. 


“Those who participated in organizing the Section have every reason to be 
gratified at the service it is performing. It creates a forum that was definitely needed 
for discussion of food and drug legislation and of problems arising under it. These 
discussions have been on a high level. Problems have been approached in an ob- 
jective fashion and from the standpoint of public interest. These meetings are 
calculated to further the objective of greater service from the law by bringing about 
a wider degree of understanding and of voluntary compliance. May I offer my 
congratulations upon the success that has characterized the work of the Section.” 


Program for Second Annual Meeting 


The program for this meeting was divided into three parts. The 
first part consisted of official papers on (a) the administrative progress 
of the Federal Food, Drug, and Cosmetic Act, by Charles W. Crawford, 
Associate Commissioner of Food and Drugs in the Federal Security 
Agency; and (b) the judicial progress of that Act, by Daniel P. Willis, 
Assistant General Counsel of the Federal Security Agency, in asso- 
ciation with Alvin M. Loverud, Principal Attorney, and William W. 
Goodrich, Senior Attorney, in the Office of General Counsel for the 
Federal Security Agency, all of whom are identified with the Food and 
Drug Division thereof. These papers express the policy of the Section 
to record the legislative, administrative, and judicial progress of the 
Federal Food, Drug, and Cosmetic Act, at each annual meeting. The 
second part of this program consisted of authoritative papers on major 





7 See Mr. Curran’s paper on ‘‘Canada’s Food and Drugs Act,’ in the December 1946 
issue of the Food Drug Cosmetic Law Quarterly, Volume 1, p. 492. 
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subjects of that Act. They included papers on (a) its seizure law, by 
Vincent A. Kleinfeld (of the Department of Justice); (b) its food- 
standards law, by J. Thomas Schneider; (c) its drug-enforcement law, 
by James F. Hoge; and (d) its cosmetic law, by Hugo Mock. The last 
two papers express the policy of the Section to have a significant dis- 
cussion of the food, drug, and cosmetic law at each annual meeting, by 
the chairman of each standing committee thereon, to the available 
extent." The third part of this program consisted of a paper on the 
product-liability law, by Bradshaw Mintener. It expresses the policy 
of the Section authoritatively to record the progress in that important 
law, at each annual meeting. Furthermore, at its second annual meeting, 
the Section instituted the policy of a discussion from the floor on each 
paper read. This discussion was especially valuable because Messrs. 
Crawford, Loverud and Kleinfeld officially participated therein; and 
it will be explained by Michael F. Markel in this issue of the Quarterly. 
I have previously noted that all papers at this meeting were published in 
the March 1947 issue of the Quarterly.’* In short, the program for this 
second annual meeting confirms what Dr. Dunbar so well said, that 
the Section has created a forum where those who responsibly deal with 
the food, drug, and cosmetic law may review its progress and consider 
its problems, to promote a due understanding, operation, and develop- 
ment of that fundamental law. 


Food and Drug Division Commended 


At this meeting, the Chairman of the Section recommended that it 
adopt eight resolutions, which had been previously approved by its 
executive committee; and they were then voted. The first resolution 
commended the Food and Drug Division in the General Counsel's Office 
of the Federal Security Agency for making the valuable publication 
entitled “Digests of Court Opinions in Cases under the Federal Food 
and Drugs Act, the Federal Food, Drug, and Cosmetic Act, and Related 
Acts,” issued by the Government Printing Office at Washington. The 


The standing committees of the Section are: (1) Committee on the Food Law, 
of which Robert W. Austin was formerly chairman. We regret to note that Mr. Austin 
recently found it necessary to resign from this office, because he has entered business. 





(2) Committee on the Beverage Law, of which William J. Williams is chairman. (3) Com- 
mittee on the Drug Law, of which James F. Hoge is chairman. (4) Committee on the 
Cosmetic Law, of which Hugo Mock is chairman. (5) Committee on the Product- 


Liability Law, of which Cecil I. Crouse is chairman. 
2 Volume 2, Number 1. 
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plan of this publication is explained in the preface thereto by Daniel 
P. Willis, Assistant General Counsel of the Agency, as follows: 


“We in the General Counsel's Office have long felt the growing need for a volume 
supplementing White and Gates: Decisions of Courts in Cases Under the Federal 
Food and Drugs Act, commonly referred to as ‘the green book.’ As an initial step 
in meeting that need, we have begun digesting relevant court opinions handed down 
since 1933. It is our purpose to reproduce these digests as they are completed 
and to make them available within the Agency. 

“When this project is brought up to date, it will include (1) a chronological list 
of all court opinions since 1933 arising under the Food and Drugs Act of 1906 and 
the Federal Food, Drug, and Cosmetic Act of 1938, and (2) a list of important 
related opinions arising under State laws and other Federal laws. All of these 
opinions will be exhaustively digested, and in listing them we will include the official 
citation, the N. J. number, and the F. D. C. number, when available. As far as 
possible, each digest will use the language of the court, will indicate the page to 
which it relates, and will be coded to the pertinent provision of the Act of 1938. 
The digests are objective and attempt to reflect only the views of the court. In a 
number of instances, the holdings of the courts are different from the views of this 
office. 

“The first group of opinions—those arising under the Acts of 1906 and 1938— 
will fall into five categories: (1) seizure, (2) criminal, (3) injunction, (4) review 
of orders issued under sections 505 and 701, and (5) miscellaneous. Pages containing 
the digests will fit into looseleaf notebooks and will be numbered according to the 
category in which they belong—e.g., S. 1. Our first objective is to process all 
opinions which have been reported in the National Reporter System since they have 
greater value because they are more readily accessible to the courts. Thereafter, 
we shall turn to those opinions which are reported only in the Notices of Judgment. 
The entire arrangement will remain flexible so that it can be modified as experience 
dictates. 

“When work on this project is brought up to date, we will then be in a position to 
consider the publication of a volume containing the full opinions, the digests, tables 
of cases, and a descriptive word index. Constructive criticism of any phase of this 
program will be welcomed.” 


Study of Insecticide, Fungicide, and Rodenticide Bill 


The second resolution directed the Committee on the Drug Law to 
study and report on the bill in Congress to enact a Federal Insecticide, 
Fungicide, and Rodenticide Act.** It has since been reported by the 
House Committee on Agriculture, on April 25, 1947;'* it passed the 
House without opposition, on May 12, 1947; and it was thereafter 
reported in the Senate. The provisions of this proposed law and of 
the supplemental Federal Caustic Poison Act for a ‘‘poison” label recall 
the resolution by the Section at its first annual meeting, which recom- 





13H. R. 1237, 80th Cong., 1st Sess. 
“H. R. Rep. 313, Same. 
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mends Federal legislation requiring such a label for drugs that should 
have it, to protect the public health.’® It is a strange condition of our 
national law which ordains an indicated “poison” label for household 
and agricultural products (for example) and not also for essential drugs 
of human consumption, where the latter present a greater protective 
need therefor. 


To complete this statement on the foregoing bill, the following ex- 
planation of it by the House Committee is recorded: 


“The accompanying bill is intended to replace and expand the protection af- 
forded by the present Insecticide Act of 1910. That law was enacted at a time when 
insecticides and fungicides were comparatively simple, consisting largely of paris 
green, pyrethrum, bordeaux mixture, and similar materials. Rodenticides and herbi- 
cides were not then marketed to any great extent. 

“Since 1910 great changes have occurred in the field of economic poisons, and 
the present law is now inadequate. New plant materials and synthetic chemicals 
developed through research by both private industry and the Government have greatly 
increased the number of economic poisons and the scope of their usefulness. An 
important example at the present time is DDT (dichlorodiphenyltrichloroethane), 
which is revolutionizing many phases of the insecticide industry. Herbicides are 
becoming increasingly important in the control and eradication of weeds as the result 
of the recent development of 2-4-dichloro-phenoxy-acetic acid and other synthetic 
materials. 

“This bill embraces, in addition to insecticides and fungicides, rodenticides, herbi- 
cides, devices and preparations intended to control other forms of pests which are not 
subject to the present Insecticide Act of 1910. Rodenticides are being marketed in large 
quantities and many of them are weak and ineffective and have tended to imperil 
various rodent-control programs. The importance of rodenticides can readily be 
appreciated when it is realized that the estimated damage by rats alone has amounted 
to some $200,000,000 annually. 

“Other important improvements and changes over the present law which would 
be provided by this bill are as follows: 

“(1) A provision requiring the registration of economic poisons prior to their sale 
or introduction into interstate or foreign commerce. 

(2) The inclusion of provisions for protection of the public against poisoning 
by requiring prominently displayed poison warnings on the labels of highly toxic 
economic poisons. 

“(3) A provision requiring the coloring or discoloring of dangerous white pow- 
dered economic poisons to prevent their being mistaken for flour, sugar, salt, baking 
powder or other similar articles commonly used in the preparation of foodstuffs. 

(4) A requirement that warning or caution statements be contained on the label 
of the economic poison to prevent injury to living man, other vertebrate animals, vege- 
tation, and useful invertebrate animals. 


* This resolution is now before the Committee on the Drug Law. It provides as 
follows: 

“Resolved by the Section on Food, Drug and Cosmetic Law that it recommends the 
enactment of Federal legislation for an appropriate labeling of poisonous drugs, which 
should be thus regulated; and as a basis for uniform State legislation on this subject.’* 
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“(5) A provision requiring instructions for use to provide adequate protection 
for the public. 


“(6) A provision declaring economic poisons to be misbranded if they are 
injurious to man, vertebrate animals, or vegetation, except weeds, when properly used. 

“(7) A provision requiring information to be furnished with respect to the deliv- 
ery, movement, or holding of economic poisons and devices. 

“One of the principal provisions of the bill is the one providing for the regis- 
tration of economic poisons prior to their being marketed. It is believed that this 
provision will provide additional protection for the public, assist manufacturers in 
complying with the provisions of the bill, and at the same time hold administrative 
costs to a mipimum. Under the existing law, the Administrator has no means of 
ascertaining or knowing what economic poisons are being marketed, except by having 
a force of inspectors circulating through the country picking up samples here and there, 
wherever they may be found. Frequently, serious damage is suffered by agricultural 
producers and other users of economic poisons through the use of misbranded or adulter- 
ated economic poisons before the enforcement officials have any knowledge of the 
existence of such articles, or of their being offered to the public. Under this bill, any 
economic poison subject to the provisions thereof will be brought to the attention of 
the enforcement officials who will have an opportunity to become familiar with the 
formula, label, and claims made with respect to any such economic poison before it is 
offered to the public. It should be possible, therefore, in a great majority of instances, 
to prevent false and misleading claims, and to prevent worthless articles from being 
marketed, and to provide a means of obtaining speedy remedial action if any such 
articles are marketed. Thus, a great measure of protection can be accorded directly 
through the prevention of injury, rather than having to resort solely to the imposition 
of sanctions for violations after damage or injury has been done. Registration will 
also afford manufacturers an opportunity to eliminate many objectionable features from 
their labels prior to placing an economic poison on the market. 

“The bill in most of its provisions is in accord with and supplements the provi- 
sions of the proposed uniform State Insecticide, Fungicide, and Rodenticide Act which 
has been recommended for adoption by the Council of State Governments. It is 
believed that the enactment of this bill will greatly facilitate the coordination of work 
in this field among the States and with the Federal Government. It is highly desirable 
that laws governing economic poisons be as nearly uniform as possible consistent with 
the need for the protection of the public, so that manufacturers may have Nation-wide 
distribution with a minimum of conflict between the labeling requirements of the 
various laws. 

. * _ — _ 

“In conclusion it should be stated that the record before this committee demon- 
strates remarkable unanimity of opinion among farm organizations, industrial groups, 
entomologists, and Government officials, showing the need for legislation of this char- 
acter. This bill has been considered by representatives of the Agricultural Insecticide 
and Fungicide Association; the National Association of Insecticide and Disinfectant 
Manufacturers, Inc.; the American Association of Economic Entomologists; the 
National Association of Commissioners, Secretaries, and Directors of Agriculture; 
the American Farm Bureau Federation; the National Grange; the National Council 
of Farmer Cooperatives; the International Apple Association; the Inter-State Manu- 
facturers Association; the Pacific Insecticide Institute; the Farmers Education and 
Cooperative Union of America; the Department of Agriculture; the Department of 
the Interior, and by others. These organizations are strongly in favor of new legisla- 
tion in this field and in the main are in accord with the bill as written.” 


Page 114 Food Drug Cosmetic Law Quarterly—June, 1947 




















Increase in Food and Drug Administration's 
Appropriation Recommended 


The third resolution recommended that Congress approve the 
increase in the appropriation for the Food and Drug Administration to 
administer the Federal Food, Drug, and Cosmetic Act in the next fiscal 
year, which was recommended in the President's budget. The current 
appropriation therefor, when this resolution was adopted, was 
$4,251,265..° This amount was increased by $248,735 in that budget, 
making the appropriation thus proposed $4,500,000. The House denied 
this increase; the Senate limited it to $115,300; and, at the time this is 
written, the conference agreement is unknown. It suffices now to add 
that there should be no reduction in the appropriation necessary to 
administer this fundamental law; and that, on the contrary, such appro- 
priation should be progressively increased as required. For the cost of 
its administration is small when measured by the essential protection 
thus secured. 


Streptomycin Amendment Approved 


The fourth resolution approved an extension of the penicillin-certifi- 
cation amendment of the Federal Food, Drug, and Cosmetic Act, 
whereby it also applies to streptomycin. This extension subsequently 
became a law, on March 10, 1947." It recalls the following resolution 
by the Section at its first annual meeting: 


“Resolved by the Section on Food, Drug and Cosmetic Law that it recommends 
an appropriate study of the problem created by a ‘new drug’ pretesting amendment 
of the Federal Food, Drug, and Cosmetic Act, on a drug-by-drug basis, for its due 
solution.” * 


Study of Food Standards Procedure 


The fifth resolution authorized the Chairman of the Section to 
appoint a special committee to study and report on the policy and pro- 
cedure employed in establishing food standards, under the Federal Food, 
Drug, and Cosmetic Act. This resolution is designed to secure a con- 
structive report by that committee (that is, a report which recommends 


% This amount was later Increased by a deficiency appropriation to $4,478,165. 

1 Public Law No. 16, Eightieth Congress. 

1% The Commissioner of Food and Drugs has recommended and the Federal Security 
Administrator has approved a general pretesting amendment of that Act, administratively 
applied to ‘‘new drugs’’ If and as required to protect the public health. This amendment 
has not yet been submitted officially to Congress. 
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any indicated improvements in this basic operation of the Act). 
H. Thomas Austern has been named Chairman.'® There is nothing one 
can say now, other than to emphasize the value of the purpose of 
this study. 

Study of Exports 


The sixth resolution authorized the Chairman of the Section to 
appoint a special committee to study and report on Section 801(d) of 
the Federal Food, Drug, and Cosmetic Act, relating to exports. This 
resolution arose out of a suggestion that the foregoing section be 
amended or repealed; and Walton M. Wheeler, Jr., has been named 
Chairman of such committee.” That suggestion *! was directed to have 
the Act equally control a food, drug, device, or cosmetic exported to 
a foreign country; and it invites the following personal comment. Sec- 
tion 801(d) exempts from the Act any such article which is intended 
for export if it (1) accords to the specifications of the foreign purchaser, 
(2) is not in conflict with the laws of the country to which it is intended 
for export, and (3) is labeled on the outside of the shipping package to 
show that it is intended for export.”* This section continues and 
strengthens the export policy of the original Federal Food and Drugs 
Act; ** and therefore such policy has been effective for more than 40 years. 
It is the policy that the exportation of articles should be legally governed 
by the laws of the country to which they are exported. This is the indi- 
cated and a sound national policy, in the circumstances; ** and it is in 
exact accord with our policy on articles exported to this country. For 
the United States Government cannot properly make the import laws 
of foreign countries; and it is their responsibility to see that such laws 
are adequate. But our government can and should act through the 
United Nations, to establish an appropriate slate of the international 
food, drug and cosmetic law. 





1% Mr. Austern is counsel for the National Canners Association. 

2» Mr. Wheeler is counsel for Eli Lilly and Company. 

It arose from a charge of improper exportations from this country; which, of 
course, are condemned. 

2 But if any such article is entered into domestic commerce, it becomes subject to 
the Act. 

33 Section 2 and the regulations thereunder. 

*It is for this reason that no bill has been introduced into Congress to amend or 
repeal Section 801(d). It is noted here that international competition in sales to a foreign 
country is governed by its import laws; and that a foreign buyer of articles produced 
in this country can stipulate their compliance with due standards. 
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Study of Pending Legislation Affecting Food and 
Drug Administration 


The seventh resolution authorized the Chairman of the Section to 
appoint a special committee to study and report on the legislation pro- 
posed by the Fulbright-Taft bill (S. 140),?° to the extent it affects the 
administration of the Federal Food, Drug, and Cosmetic Act. This 
bill is now in committee; and John J. Powers, Jr., has been named Chair- 
man of our committee on it.2* The situation it presents may be personally 
explained as follows: the aforesaid Act is now administered by the Fed- 
eral Security Administrator through the expert, efficient and experienced 
Food and Drug Administration (known as the FDA), which was estab- 
lished and is organized for this regulatory task exclusively. That admin- 
istration of this Act is changed by the bill, in two important respects. 
In the first place, it creates a new Department of Health, Education and 
Security to replace the Federal Security Agency, which is headed by 
a Secretary thereof, who is assisted by three Under Secretaries." In 
the second place, it places the FDA in a Division of Health, which is 
presumably a new name for the Public Health Service; and provides that 
such Division shall be immediately supervised by the Under Secretary 
for Health, who must be a doctor of medicine licensed to practice medi- 
cine or surgery. Hence the bill, if so enacted, will destroy the distinc- 
tive character of the FDA and reduce it to the status of a subordinate 
agency in such Division; and will put the administration of that Act under 
the immediate control of a physician or surgeon, who may be a “political 
doctor.” This is indeed a basic change in the administration of that 
Act; and one which invites fundamental objection, from the decisive 
standpoint of public policy.” 


This objection may perhaps be stated as follows: 

First: The Federal Food, Drug, and Cosmetic Act is far more than 
a technical health measure. For it is a practical business law to regulate 
the commercial operation of great industries, for the purpose of prevent- 





* The Harris bill (H. R. 573) is similar. 

%* Mr. Powers is counsel for Chas. Pfizer & Co. 

™ The creation of this Department presents a question of policy, which has provoked 
a sharp controversy. It is the question whether the Federal health activities should 
be vested in a single health agency, as the American Medical Association advocates and 
the Taft bill (S. 545) provides; or in a consolidated agency which also has jurisdiction 
over Federal education and security activities, as the Fulbright-Taft and Aiken (S. 712) 
bills provide. This question is subject to pro and con argument. 

% The Aiken bill is free of this objection; and the Taft bill indirectly presents it, 
to a less significant extent. 
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ing wrongful practices in trade as well as serious injuries to health. 
Thus its administration deals with both economic and health questions 
that require a balanced consideration by an agency competent equally 
to decide them; and, moreover, this is essentially a regulatory and 
enforcement agency, which must be organized and operated accordingly. 
Consequently it is unsound to vest the administration of this Act in a 
technical health agency (such as the Public Health Service), the main 
purposes and functions of which are foreign to the regulatory and 
enforcement duties exercised in the administration of such Act. Rather 
that administration should be vested in an agency duly established to 
perform these duties; the FDA is such an agency; and (including its 
predecessors) it has administered the national food and drug law with 
conspicuous success, since it was originally enacted over 40 years ago. 


Second: It follows that the immediate administrator of this Act 
should be chosen for his broad and competent executive ability to admin- 
ister it, as a regulatory and enforcement officer; and not because he is a 
physician or surgeon, as such. This is the more so if he is a ‘‘political 
doctor.” To say that a physician or surgeon as such is the indicated 
administrator of a food or cosmetic law is patently absurd; and his 
administration of a food, drug or cosmetic law from an excessive medical 
standpoint presents serious questions. Furthermore, the administration 
of this law does not rest on the science of medicine principally or exclu- 
sively. For it first calls on the general and divisional sciences of chem- 
istry; and then also on the special sciences of nutrition, pharmacology 
and cosmetology, for example, and as the case may be. In short, the 
fundamental standing of a physician under this Act is that of one among 
many experts to advise the general administrator of it; who must prin- 
cipally decide questions of policy, on the basis of applicable expert 
and legal advice together. 


Study of Possible Unification of Food, Drug, and 
Cosmetic Law 


The eighth resolution authorized the chairman of the Section to 
appoint a special committee to study and report on legislation to imple- 
ment the following resolution by the Section at its first annual meeting: 


“Resolved by the Section on Food, Drug and Cosmetic Law that it recommends 
a unification of the Federal food, drug and cosmetic law, whereby the legislation 
against a false advertisement of food, drugs and cosmetics, added to the Federal Trade 
Commission Act by the Wheeler-Lea Act, is duly incorporated in the Federal Food, 
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Drug, and Cosmetic Act and thus administered by the same agency and then enforced 
by an appropriate procedure. The question of such procedure invites careful study, 
for its sound determination.” 

Bradshaw Mintener ** has been named Chairman of that committee, and 
its report is awaited. Such report presents important questions of policy. 


[The End] 
ANNEX 


MEMBERS OF SECTION ON FOOD, DRUG AND COSMETIC LAW 
OF NEW YORK STATE BAR ASSOCIATION 


Charter Active 


(1) Lewis A. Ackley, Swift & Co., 259 West 14th St., New York 11, N. Y. 

(2) Carl M. Anderson, Merck & Co., Rahway, N. J. 

(3) Robert W. Austin, Vice Pres., Penick & Ford, Ltd., Inc., 420 Lexington Ave., 
New York 17, N. Y. 

(4) Thomas H. Brown, Jr., Dancer-Fitzgerald-Sample, 247 Park Ave., New York 17, 


N. Y. 

(5) George H. Coppers, President, National Biscuit Co., 440 West 14th St., New 
York 14, N. Y. 

(6) Cecil I. Crouse, Law Dept., The Borden Co., 350 Madison Ave., New York 17, 
N. Y. 

(7) Edward O. Curran, Nestle’s Milk Products, Inc., 155 East 44th St., New York 17, 
N. Y. 


(8) A. M. Davis, 1 East 44th St., New York 17, N. Y. 
(9) Frank T. Dierson, 608 Fifth Ave., New York 20, N. Y. 

(10) Charles Wesley Dunn, 608 Fifth Ave., New York 20, N. Y. 

(11) George Faunce, Jr., General Counsel, Continental Baking Co., 630 Fifth Ave., 
New York 20, N. Y. 

(12) W. A. Ferguson, General Attorney, Sunshine Biscuits, Inc., Long Island City, 
N. Y. 

(13) James G. Flanagan, General Counsel, S. B. Penick & Co., 50 Church St., New 
York 7, N. Y. 

(14) Robert S. Gordon, General Counsel, National Dairy Products Corp., 230 Park 
Ave., New York 17, N. Y. 

(15) Harold Harper, Harper & Matthews, 70 Pine St., New York 5, N. Y. 

(16) James F. Hoge, 41 East 42nd St., New York 17, N. Y. 

(17) George Link, Jr., 17 John St., New York 7, N. Y. 

(18) George R. Martin, Legal Dept., Lederle Laboratories, 30 Rockefeller Plaza, 
New York 20, N. Y. 

(19) Samuel A. McCain, Attorney, Corn Products Refining Co., 17 Battery Place, 
New York 4, N. Y. 

(20) Hugo Mock, 10 East 40th St., New York 16, N. Y. 

(21) John S. Prescott, General Counsel, General Foods Corp., 250 Park Ave., New 
York 17, N. Y. 

(22) David Rasch, Winthrop Chemical Co., 170 Varick St., New York 13, N. Y. 

(23) J. Thomas Schneider, General Counsel, Standard Brands, Inc., 595 Madison Ave., 
New York 22, N. Y. 





** Mr. Mintener is general counsel for Pillsbury Mills, Inc. 
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(24) 
(25) 
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(19) 
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(21) 
(22) 


(23) 
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(25) 
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(27) 
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George H. Sibley, General Attorney, E. R. Squibb & Sons, 745 Fifth Ave., New 
York 22, N. Y. 

Sherwood E. Silliman, Chief Counsel, Vick Chemical Co., 122 East 42nd St., 
New York 17, N. Y. 

William J. Williams, General Counsel, Canada Dry Ginger Ale, Inc., 100 East 
42nd St., New York 17, N. Y. 


Additional Active 


Dana T. Ackerly, Breed, Abbott & Morgan, 15 Broad St., New York 5, N. Y. 

Warren S. Adams, 2d, Legal Dept., Corn Products Refining Co., 17 Battery 
Place, New York 4, N. Y. 

Morris O. Alprin, 1775 Broadway, New York 19, N. Y. 

Samuel E. Aronowitz, O'Connell & Aronowitz, 100 State St., Albany 7, N. Y. 

Mrs. Dorothy Herod Atwood, Harper & Matthews, 70 Pine St., New York 5, 
N. Y. 

H. Thomas Austern, Union Trust Bldg., Washington 5, D. C. 

Everett W. Barto, General Counsel, National Biscuit Co., 449 West 14th St., 
New York 14, N. Y. 

Patrick J. Beary, 89-11 Sutphin Blvd., Jamaica 2, N. Y. 

Chauncey Belknap, | Wall St., New York 5, N. Y. 

Irwin M. Berliner, Olvany, Eisner & Donnelly, 20 Exchange Place, New York 5, 
N. Y. 

Lewis G. Bernstein, 730 Fifth Ave., New York 19, N. Y. 

Julian G. Braun, Legal Dept., Sterling Drug Inc., 170 Varick St., New York 13, 
N. Y. 

Jacob Burns, 60 East 42nd St., New York 17, N. Y. 

Joseph L. Caliri, Legal Dept., National Dairy Products Corp., 230 Park Ave., 
New York 17, N. Y. 

John T. Connor, General Attorney, Merck & Co., Inc., Rahway, N. J. 

P. F. Curran, Armour & Co., 120 Broadway, New York 5, N. Y. 

Eugene R. Cusker, Distillation Products, Inc., 755 Ridge Road, West, Roches- 
ter 13, N. Y. 

Franklin M. Depew, Attorney, Standard Brands, Inc., 595 Madison Ave., New 
York 22, N. Y. 

Paul D. Doolen, General Attorney, A. E. Staley Manufacturing Co., Decatur, IIl. 

William F. Dowling, Burroughs Wellcome & Co. (U. S. A.), Inc., 9-11 East 
4ist St., New York 17, N. Y. 

B. C. Dunklin, Legal Dept., Colgate-Palmolive-Peet Co., Jersey City 2, N. J. 

Miss Muriel C. Eckes, Simpson, Thacher & Bartlett, 120 Broadway, New 
York 5, N. Y. 

Mark Eisner, Olvany, Eisner & Donnelly, 20 Exchange Place, New York 5, N. Y. 

George A. Elber, Davis & Gilbert, 1 East 44th St., New York 17, N. Y. 

William C. Eynon, Associate Attorney, The Borden Co., 350 Madison Ave., 
New York 17, N. Y. 

William G. Fennell, Wickes, Riddell, Bloomer, Jacobi & McGuire, 60 Broadway, 
New York 4, N. Y. 

Sumner Ford, Breed, Abbott & Morgan, 15 Broad St., New York 5, N. Y. 

Morris H. Frank, Steckler, Frank & Steckler, 60 East 42nd St., New York 17, 
N. Y. 

Martin A. Fromer, 51 Chambers St., New York 7, N. Y. 
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(54) 
(55) 
(56) 
(57) 
(58) 
(59) 
(60) 
(61) 


(62) 
(63) 
(64) 
(65) 


Mansfield C. Fuldner, Law Dept., The Borden Co., 350 Madison Ave., New 
York 17, N. Y. 

Nicholas J. Garofalo, The New York Quinine & Chemical Works, Inc., 99-117 
North 11th St., Brooklyn 11, N. Y. 

A. M. Gilbert, Davis & Gilbert, 1 East 44th St., New York 17, N. Y. 

Joseph Giordano, Counsel, V. LaRosa & Sons, Inc., 473 Kent Ave., Brooklyn 11, 
N. Y. 

John B. Griffin, 84 William St., New York 7, N. Y. 

Louis Halle, 225 Broadway, New York 7, N. Y. 

William L. Hanaway, Breed, Abbott & Morgan, 15 Broad St., New York 5, N. Y. 

Richard F. Hansen, Counsel, General Chemical Co., 40 Rector St., New York 6, 
N. Y. 

Charles D. Heald, Counsel, The Norwich Pharmacal Co., Norwich, N. Y. 

Fred B. Hovey, 111 W. Washington St., Chicago, Ill. 

LeRoy H. Hurlbert, Moot, Sprague, Marcy & Gulick, 402 Erie County Savings 
Bank Bldg., Buffalo 2, N. Y. 

Reverdy Johnson, Merck & Co., Inc., Rahway, N. J. 

Miss Lillian Kaltman, Loft Candy Corp., 38-38 Ninth St., Long Island City 1, 
N. Y. 

Joseph C. Kenney, Jennings & Kenney, 70 Pine St., New York 5, N. Y. 

Sumner S. Kittelle, 420 Lexington Ave., New York 17, N. Y. 

Vincent A. Kleinfeld, Department of Justice, Washington 25, D. C. 

Richard Kulze, 8 West 40th St., New York 18, N. Y. 

Thornton C. Land, Breed, Abbott & Morgan, 15 Broad St., New York 5, N. Y. 

Arthur M. Laufer, 70 Pine St., New York 5, N. Y. 

John M. Leach, General Counsel, William R. Warner & Co., 113 West 18th St., 
New York 11, N. Y. 

Arthur C. MacMahon, Law Dept., The Borden Co., 350 Madison Ave., New 
York 17, N. Y. 

Michael F. Markel, 821—15th St., N. W., Washington 5, D. C. 

Parker McCollester, 25 Broadway, New York 4, N. Y. 

Walter Mendelsohn, Proskauer, Rose, Goetz & Mendelsohn, 11 Broadway, 
New York 4, N. Y. 

Abraham I. Menin, 475 Fifth Avenue, New York 17, N. Y. 

Gilbert H. Montague, 67 Wall St., New York 5, N. Y. 

Waldemar J. Neumann, 1125 Wyckoff Ave., Brooklyn 27, N. Y. 

A. J. Nydick, 225 Broadway, New York 7, N. Y. 

T. E. O'Callaghan, General Counsel, Pepsi-Cola Co., Long Island City, N. Y. 

Kenneth Perry, General Counsel, Johnson & Johnson, New Brunswick, N. J. 

Paul L. Peyton, Breed, Abbott & Morgan, 15 Broad St., New York 5, N. Y. 

John J. Powers, Jr., Assistant to the President, Chas. Pfizer & Co., Inc., 11 Bartlett 
St., Brooklyn 6, N. Y. 

John W. Reilly, Assistant General Counsel, Canada Dry Ginger Ale, Inc., 100 
East 42nd St., New York 17, N. Y. 

H. W. Reynolds, Assistant General Counsel, Colgate-Palmolive-Peet Co., Jersey 
City 2, N. J. 

John T. Rice, Assistant Secretary, Hoffmann Beverage Co., 400 Grove St., 
Newark, N. J. 

John A. Riegel, Law Department, General Foods Corporation, 250 Park Ave., 
New York 17, N. Y. 
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(66) Robert M. Rubenstein, 135 Broadway, New York 6, N. Y. 

(67) Henry H. Sayles, 415 East Water St., Elmira, N. Y. 

(68) Ralph P. Schipa, Great A & P Tea Company, 420 Lexington Ave., New York 17, 
N. Y. 

(69) Irving P. Schlesinger, Davis & Gilbert, 1 East 44th St., New York 17, N. Y. 

(70) Lester H. Schreiber, Van Buren & Schreiber, 16 East 43rd St., New York 17, N. Y. 

(71) Samuel Schub, 19 Rector St., New York 6, N. Y. 

(72) Philip K. Schwartz, Davis & Gilbert, 1 East 44th St., New York 17, N. Y. 

(73) Robert E. Stone, College of Business Adm., Syracuse University, Syracuse 10, 
N. Y. 

(74) J. Sydney Stone, Breed, Abbott & Morgan, 15 Broad St., New York 5, N. Y. 

(75) Mrs. Lenore B. Stoughton, Rogers, Hoge & Hills, 41 East 42nd St., New York 17, 
N. Y. 

(76) Conrad J. Sutherland, 41 Park Row, New York 7, N. Y. 

(77) Francis J. Sypher, 1 Wall St., New York 5, N. Y. 

(78) Charles J. Tobin, Jr., 100 State St., Albany, N. Y. 

(79) Stephen B. Vreeland, 10 East 40th St., New York 16, N. Y. 

(80) William F. Weber, 41 Park Row, New York 7, N. Y. 

(81) Aaron M. Weinstein, American Home Products Corp., 350 Fifth Ave., New 
York 1, N. Y. 

(82) Theodore T. Weiser, 19 Rector St., New York 6, N. Y. 

(83) Arthur H. Wheaton, Associate Attorney, The Borden Co., 350 Madison Ave., 
New York 17, N. Y. 

(84) Donald S. Whitney, Associate Counsel, American Home Products Corp., 350 
Fifth Ave., New York 1, N. Y. 

(85) Joseph Winston, 66-58 Fresh Pond Road, Brooklyn 27, N. Y. 

(86) John A. Wortmann, Law Dept., The Borden Co., 350 Madison Ave., New 
York 17, N. Y. 

(87) George D. Zahm, 551 Fifth Ave., New York 17, N. Y. 


Associate 


(1) Robert F. Carney, Carney, Crowell & Leibman, 208 S. LaSalle St., Chicago 4, Ill. 
(2) Joseph M. Creed, Counsel, American Bakers Association, 1317 F St., N. W., 
Washingten 4, D. C. 
(3) G. Kenneth Crowell, Carney, Crowell & Leibman, 208 S. LaSalle St., Chi- 
cago 4, Ill. 
(4) A. W. DeBirny, Sunshine Biscuits, Inc., Long Island City, N. Y. 
(5) P. M. Duff, H. J. Heinz Co., P. O. Box 57, Pittsburgh, Pa. 
(6) Louis M. Eyermann, II, P. O. Box 2521, Merchants Sta., St. Louis 2, Mo. 
(7) William E. Fairbanks, Assistant Secretary, Thomas J. Lipton, Inc., Hoboken, N. J. 
(8) J. J. Feldmann, White Laboratories, Inc., 113 North 13th St., Newark 7, N. J. 
(9) Robert C. Gasen, General Counsel, Bristol Laboratories, P. O. Box 657, Syra- 
cuse 1, N. Y. 
(10) Edwin L. Harding, Counsel, Kellogg Co., Battle Creek, Mich. 
(11) Leslie D. Harrop, General Counsel, The Upjohn Co., Kalamazoo, Mich. 
(12) Alfred C. Hirth, Owens-Illinois Glass Company, P. O. Box 1035, Toledo 1, Ohio. 
(13) J. W. Holloway, Jr., Director, Bureau of Legal Medicine and Legislation, Amer- 
ican Medical Association, 535 No. Dearborn St., Chicago 10, Ill. 
(14) Clarence B. Jones, Secretary and Attorney, Standard Milling Co., 309 West 
Jackson Blvd., Chicago 6, IIl. 
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(15) 
(16) 


(17) 
(18) 


(19) 
(20) 
(21) 
(22) 
(23) 
(24) 
(25) 
(26) 


(27) 
(28) 


(29) 
(30) 


(31) 
(32) 


(33) 
(34) 
(35) 


(36) 


E. B. Kixmiller, General Counsel, Swift & Co., 33 South Clark St., Chicago, III. 

Morris I. Leibman, Carney, Crowell & Leibman, 208 So. LaSalle St., Chi- 
cago 4, Ill. 

William H. Long, General Counsel, Libby, McNeill & Libby, Chicago 9, III. 

Marshall P. Madison, Pillsbury, Madison & Sutro, Standard Oil Bldg., San Fran- 
cisco 4, Cal. 

J]. Whitney MacDonald, Attorney, Rumford Chemical Works, Rumford 16, R. I. 

Kenneth D. McGregory, General Attorney, Parke, Davis & Co., Detroit 32, Mich. 

Bradshaw Mintener, General Counsel, Pillsbury Mills, Inc., Minneapolis 2, Minn. 

E. Marshall Nuckols, Jr., Secretary, Campbell Soup Co., 100 Market St., Cam- 
den, N. J. 

M. J. Pendergast, Assistant General Counsel, Lever Brothers Co., 50 Memorial 
Drive, Cambridge 39, Mass. 

Harry Phillipson, General Counsel, Chatham Pharmaceuticals, Inc., 790 Broad 
St., Newark 2, N. J. 

Norman H. Pritchard, Montgomery, Hart, Pritchard & Herriott, 120 South 
LaSalle St., Chicago 3, Il. 

John J. Riley, Secretary, American Bottlers of Carbonated Beverages, 1128 
16th St., N. W., Washington, D. C. 

W. R. Scott, 2nd, Secretary-Treasurer, Scott Paper Co., Chester, Pa. 

Erwin P. Snyder, Snyder, Chadwell & Fagerburg, 135 South LaSalle St., Chi- 
cago 3, Ill. 

Maurice L. Stewart, 818 Olive St., St. Louis 1, Mo. 

Dr. Robert L. Swain, Editor, Drug Topics, 330 West 42nd St., New York 18, 
N. Y. 

James H. Tabor, Hawaiian Pineapple Co., Ltd., Honolulu 1, Hawaii. 

Edward K. Thode, Vice Pres. & Secretary, Legal Dept., General Mills, Inc., 400 
2nd Ave. South, Minneapolis 1, Minn. 

Charles C. Trelease, 744 Broad St., Newark 2, N. J. 

Philip Wallis, Drinker, Biddle & Reath, 1429 Walnut St., Philadelphia 2, Pa. 

Walton M. Wheeler, Jr., Secretary and General Counsel, Eli Lilly & Co., 
Indianapolis 6, Ind. 

Edward B. Williams, 1706 “G" Street, N. W., Washington 6, D. C. 





—— 
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Current Problems 
in Formulating Food Standards 


JosEPH CALLAWAY 


Cosmetic Act in 1938 to establish standards for foods came after 

many years of discussion showing the need for food standards. 
The authority granted was broad and provided for the adoption of three 
distinct types of standards. Each of these types had already been in 
use to some extent in connection with the enforcement of both the Food 
and Drugs Act of 1906 and various state food laws. 


sk: AUTHORITY granted by the Federal Food, Drug, and 


Statutory Authority for Standards 


The section of the law containing the grant of authority to adopt 
standards (Section 401 ) reads in part as follows: 


Whenever in the judgment of the Administrator such action will promote honesty 
and fair dealing in the interest of consumers, he shall promulgate regulations fixing 
and establishing for any food, under its common or usual name so far as practicable, 
a reasonable definition and standard of identity, a reasonable standard of quality, 
and/or reasonable standards of fill of container: . 


The practical effect of this section cannot be gauged without consider- 
ing the implementing paragraphs, which declare a food to be misbranded: 


If it purports to be or is represented as a food for which a definition and standard 
of identity has been prescribed by regulations as provided by section 401, unless (1) 
it conforms to such definition and standard, and (2) its label bears the name of the 


Mr. Callaway is Secretary of the Food Standards Committee, 
Food and Drug Administration, Federal Security Agency. The 
views in this article are those of the author and do not neces- 
sarily reflect the official position of the Federal Security Agency. 
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food specified in the definition and standard, and, insofar as may be required by such 
regulations, the common names of optional ingredients (other than spices, flavoring, 
and coloring) present in such food. [Section 403(g) ] 


If it purports to be or is represented as (1) a food for which a standard of 
quality has been prescribed by regulations as provided by section 401, and its quality 
falls below such standard, unless its label bears, in such manner and form as such 
regulations specify, a statement that it falls below such standard; or (2) a food for 
which a standard or standards of fill of container have been prescribed by regulations 
as provided by section 401, and it falls below the standard of fill of container appli- 
cable thereto, unless its label bears in such manner and form as such regulations 
specify, a statement that it falls below such standard. [Section 403(h) ] 


Procedure for Adoption of Standards 


The procedure to be followed leading to the adoption of standards 
was new in rule making at the time it was enacted. It is prescribed in 
Section 701(e) of the Act as follows: 


The Administrator, on his own initiative or upon an application of any interested 
industry or substantial portion thereof stating reasonable grounds therefor, shall hold 
a public hearing upon a proposal to issue, amend, or repeal any regulation contem- 
plated by . . . sections . . . 401, . . . The Administrator shall give appropriate 
notice of the hearing, and the notice shall set forth the proposal in general terms and 
specify the time and place for a public hearing to be held thereon not less than thirty 
days after the date of the notice, except that the public hearing on regulations under 
section 404(a) may be held within a reasonable time, to be fixed by the Administrator, 
after notice thereof. At the hearing any interested person may be heard in person or 
by his representative. As soon as practicable after completion of the hearing, the 
Administrator shall by order make public his action in issuing, amending, or repealing 
the regulation or determining not to take such action. The Administrator shall base 
his order only on substantial evidence of record at the hearing and shall set forth as 
part of the order detailed findings of fact on which 
the order is based. No such order shall take effect 
prior to the ninetieth day after it is issued, except 
that if the Administrator finds that emergency condi- 
tions exist necessitating an earlier effective date, then 
the Administrator shall specify in the order his find- 
ings as to such conditions and the order shall take 
effect at such earlier date as the Administrator shall 
specify therein to meet the emergency. 


Certain additional details are prescribed by 
the recently enacted Administrative Proce- 
dure Act. 

Scope of Standards 


When the administrative officers of the 
Food and Drug Administration began plan- 
ning for the adoption of food standards, JosepH CALLAWAY 
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there were a number of important points to be considered. One of the 
most important was the scope of a definition and standard of identity. 
As Section 403(g) was interpreted, it seemed clear that when a defini- 
tion and standard of identity was adopted for a particular food, any 
product which thereafter was represented as being that food, or which 
otherwise gave the impression of being that food, was required to bear 
the name specified in the definition and standard and to comply with all 
the provisions therein prescribed. No provision of the Act legalizes 
variations from identity standards. This being so, definitions and stand- 
ards of identity for foods necessarily must be sufficiently broad in scope 
to provide for all reasonable variations through the use of optional 
ingredients. The authority to require label statement of optional ingredi- 
ents is the method contemplated by the law for informing the consumers 
of variations permitted within the scope of the standards. 


Misbranding as Result of Noncompliance 


It will be noted that the Federal Food, Drug, and Cosmetic Act 
defines failure to comply with a definition and standard of identity as 
misbranding. This is in contrast with the laws and regulations of a 
number of states which had previously adopted standards for foods and 
had catalogued failure to comply as adulteration. This may have arisen 
from the fact that the earlier food standards issued by the Federal gov- 
ernment for advisory purposes were called standards of purity for foods. 


In the early drafts of legislation which later became the Food and 
Drugs Act of 1906, it was proposed to give the Secretary of Agriculture 
authority to adopt standards of purity for foods. Some such authority 
had been given him previously in a limited way by Appropriation Acts 
beginning in June 1902. This authority lapsed with the passage of the 
Act of 1906. Along with the proposed grant of authority in those early 
drafts there was no provision similar to that contained in Section 403(g) 
of the present Act. It appears that it was the theory at that time that 
failure to comply with standards which might be adopted would consti- 
tute substitution of one article of food for another, and hence adulter- 
ation. As enacted, the 1906 law contained no authority for the 
Secretary of Agriculture to make standards. However, several state 
laws patterned after it granted authority to some official or branch of 
state government to establish food standards. 
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Butter Standard 


Later, one definition and standard of identity, that for butter, was 
enacted by Congress in 1923 for the purposes of the Food and Drugs Act 
of 1906. Failure to comply with this standard was considered as adulter- 
ation. This standard is still in effect. Its violation is still alleged as 
an adulteration under the Food, Drug, and Cosmetic Act. 


Present Standards Distinguished from Advisory Standards 


Although the administrative officers of the Food and Drug Admin- 
istration approached the formulation of standards of identity with the 
assumption that changes in the composition of foods for which standards 
were adopted could not be made at will by resorting to the old device 
of stating the variation on the label, it was some time before this very 
important difference between definitions and standards of identity under 
the new Act and advisory standards under the Act of 1906 became 
generally recognized in the food industry. The exact status of the 
advisory standards was never widely understood, largely due to the fact 
that, although these standards were promulgated by the Secretary of 
Agriculture as advisory standards, they later became legal standards in 
several states. Failure to comply with an advisory standard was not 
per se a violation of the Federal Food and Drugs Act of 1906, although 
it may have violated the laws of several states. If the failure to comply 
resulted in a violation of one of the general provisions of the Federal 
Act, it was necessary to make the proper charge under that provision in 
initiating regulatory action. Proof was often difficult, particularly where 
it was necessary to show that general trade practice conformed to the 
standard. In practice, compliance with an advisory standard by a food 
manufacturer was usually equivalent to compliance with the general 
provisions prohibiting adulteration and misbranding. Failure to comply 
was followed by an investigation by regulatory officials to determine 
whether there was evidence of violation of any of the general provisions 
of the Act. Advisory standards for foods for which definitions and 
standards of identity have not yet been adopted may still be used in 
this way. 


Distinctions Between Single Foods and Classes of Foods 


Section 401 of the Food, Drug, and Cosmetic Act contemplates 
definitions and standards of identity for single foods and for classes of 
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food. Distinction between these types of definitions and standards has 
introduced a number of problems. It has been our theory that definitions 
and standards for individual foods should be specific and mutually exclu- 
sive. This theory, although apparently simple and easily followed, has 
led to difficulties on many occasions. As an example, flour, or wheat 
flour, is generally regarded as a single definite food. However, a special 
type of flour is widely sold as cake flour. Cake flour is flour, but not 
all flour is cake flour. Unless definitions and standards of identity for 
flour and cake flour clearly distinguished the two products, uncertainty 
would exist as to the scope and applicability of each. At the time the 
standard for flour was adopted, no procedure for handling such situations 
had been formulated and no definition and standard for cake flour was 
adopted. After more experience, similar problems were handled by first 
making definitions and standards for a class of food and then for indi- 
vidual members. Cream and macaroni products are examples. 


A common method of differentiating between similar foods is that 
of establishing maximum as well as minimum limits on a characterizing 
constituent. Tomato paste differs from tomato puree by its greater con- 
centration. The line of demarcation is fixed in the definition and stand- 
ard of identity for puree by providing that “it contains not less than 
8.37 per cent but less than 25.00 per cent of salt-free tomato solids,” 
the latter figure being the minimum prescribed for tomato paste. Foods 
having the same ultimate composition may differ so much in other respects 
that they are considered different foods. Whole wheat flour, crushed 
wheat, and cracked wheat are examples. They are differentiated from 
each other in their identity standards by the different sizes of the particles 
of ground wheat composing them. Macaroni and spaghetti are identical 
in composition but are rendered different foods by their characteristically 
different shapes. 


Standards of Quality and Fill of Container 


The authority to adopt standards of quality and fill of container 
with provisions for compulsory labeling of substandard products is similar 
to the grant of authority to the Secretary of Agriculture to establish such 
standards for certain canned foods by the amendment to the Food and 
Drugs Act of 1906, adopted in 1930, known as the McNary-Mapes 
Amendment. At the time of the passage of the 1938 Act, a few stand- 
ards of quality for canned fruits and canned vegetables had been adopted. 
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Since these lapsed when the Food, Drug, and Cosmetic Act became 
effective, it was necessary to adopt quality standards for these foods 
under the new authority. 


Quality Standards 


Quality standards have been the subject of more discussion and 
controversy than identity standards. It is generally recognized that 
consumers of certain foods, particularly fruits and vegetables processed 
in non-transparent containers, are greatly interested in the variations 
in quality of these foods, but have no way of ascertaining quality in 
advance of purchase except through label representations. It is uni- 
versally recognized that all fruits and vegetables before canning vary in 
quality as a result of conditions beyond control and that when canned 
there are similar variations in quality. Processors and dealers in canned 
fruits and vegetables recognized this fact early and established specifica- 
tions for quality. These gradually developed into grade standards. 
These commercial grade standards were formulated into more formal 
terms by the Department of Agriculture under authority of marketing 
and warehousing laws, and over a period of years there has come into 
use a large number of such grade standards. Grade standards are in 
effect a series of quality standards. The authority granted the Secretary 
of Agriculture in 1930 in the McNary-Mapes Amendment, and later in 
1938 in the Federal Food, Drug, and Cosmetic Act, did not contain an 
authorization to establish grade standards but to establish only one 
standard of quality for a food, which, if not met, constituted misbranding 
unless the product was labeled to show that its quality fell below this 
standard. The canning industry, which sponsored the McNary-Mapes 
Amendment, has generally referred to such a standard of quality as 
“the minimum standard of quality." To formulate a quality standard 
within these limitations, it is necessary to determine first where the divid- 
ing line between standard and substandard quality should be. There 
is a natural inclination on the part of many food processors to make the 
dividing line such that only a small proportion of a particular type of 
food will be in the substandard category. The Food and Drug Admin- 
istration has tried to approach the problem from the standpoint of the 
average consumer and to draw the line so that all products that are of 
unsatisfactory quality for ordinary uses will fall below it. 
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Another difficulty in formulating legal standards of quality is to 
establish the factors most important to the consumer in his determination 
of quality and to find some accurate means of measuring these factors. 
This problem has been a serious one and for that reason the number 
of quality standards so far adopted is relatively small. For example, 
chemists of the Food and Drug Administration and of the National 
Canners Association have been working for years on methods for meas- 
uring those factors which make the canned corn in some lots delectable 
and in others a disappointment. Graders eat a little of the corn and 
assign a grade. Such a test of course is not sufficiently definite for use 
in legal standards where failure to comply may constitute a criminal 


offense. 
Fill of Container Standards 


Early in the enforcement of the Food and Drugs Act of 1906, it 
was evident that canned foods presented a particular problem in con- 
nection with fill. Since over a long period of years the containers of 
the greater proportion of canned foods had’ been filled approximately 
to capacity, the consumer had come to look upon the size of can as an 
indication of the amount of food purchased and a partially filled can 
was generally considered a type of deception which could not be cor- 
rected by a statement of net contents. In 1912, the Secretary of Agri- 
culture issued Food Inspection Decision 144 on the subject, the pertinent 
parts of which state as follows: 

The can in canned food products serves not only as a container but also as an 
index of the quantity of food therein. It should be as full of food as is practicable 
for packing and processing without injuring the quality or appearance of the contents. 
Some food products may be canned without the addition of any other substances 
whatsoever—for example, tomatoes. The addition of water in such instances is deemed 
adulteration. Other foods may require the addition of water, brine, sugar, or sirup, 
either to combine with the food for its proper preparation or for the purpose of 
sterilization—for instance, peas. In this case the can should be packed as full as 
practicable with the peas and should contain only sufficient liquor to fill the interstices 
and cover the product. 


Canned foods, therefore, will be deemed to be adulterated if they are found to 
contain water, brine, sirup, sauce, or similar substances in excess of the amount neces- 
sary for their proper preparation and sterilization. 


The principles enunciated in this Food Inspection Decision have 
guided the officials of the Bureau of Chemistry and of the Food and Drug 
Administration since that time. Following its publication, numerous 
requests were received from various canners as to what, in the opinion 
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of the Bureau of Chemistry, was a proper fill for foods of various kinds, 
and where reasonably accurate information on the subject was available 
suggestions as to fill were published. Increasing knowledge of variations 
in the properties of fruits and vegetables made necessary some changes 
in these suggested fills from time to time. However, considerable experi- 
ence in dealing with canned foods was available at the time when the 
McNary-Mapes Amendment gave the Secretary of Agriculture authority 
to make fill of container standards for most canned foods. A few specific 
standards of fill were established under this authority and later a general 
standard of fill for all canned foods was promulgated. Difficulties were 
encountered with this general standard, however, and it was later 
withdrawn. 

In addition to granting authority to adopt standards of fill of con- 
tainer for most foods, the Federal Food, Drug, and Cosmetic Act classes 
food in package form as misbranded if its container is so made, formed, 
or filled as to be misleading. Action under this section has been taken 
against many types of packaged foods and these actions have demon- 
strated the need of fill of container standards for many types of packages 
other than rigid containers, such as cans and. glass containers. So far, 
however, no standards of fill, except for canned foods, have been adopted. 


Nutritive Value Considered in Prescribing Standards 


It will be seen that standard making under authority of the new 
Act was undertaken with a background of considerable experience. In 
choosing the foods for which standards were first proposed, a plan was 
formulated whereby, after the promulgation of new standards to replace 
quality standards which had been adopted under the McNary-Mapes 
Amendment, attention would be given to those foods for which advisory 
standards had been promulgated by the Secretary of Agriculture. In 
addition, certain exemptions from ingredient labeling requirements of 
Section 403(i) of the Act, pending adoption of definitions and standards 
of identity, made enlargement of this list necessary. The original 
schedule has been modified considerably to meet changing conditions. 
The need for devoting more attention to the adulteration of foods brought 
on by the war resulted in postponing many projects. The importance 
of nutrition following recent advances in knowledge of the role of vita- 
mins and minerals has necessitated a reappraisal of the significance of 
nutritive value as a factor to be considered in prescribing standards. 
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Research has shown that a considerable number of human ills are 
caused by deficiencies in the diet, and as synthetic vitamins became avail- 
able to supply many of the missing nutrients, opportunities for selling 
vitamin preparations were practically limitless. Excessive zeal on the 
part of many suppliers has brought about abuses, a major one being the 
use of representations that everyone's diet is deficient in one or more 
nutrients when actually this is far from true. Once this belief was 
implanted, vitamin preparations were sold in such quantities that the 
resulting profits brought prosperity to many. The amount of good 
accomplished is problematical. No doubt some persons with vitamin 
deficiencies have purchased the particular nutrients they needed and 
were benefited. Countless others bought articles for which they had 
no need. 


Many nutritionists believed the best way to utilize the supply of 
synthetic nutrients would be to add those most likely to be needed by 
the population as a whole, or significant parts of it, to certain staple foods 
normally consumed by those most likely to be in need of these nutrients. 
This gradually led to the introduction of the fortified foods known as 
enriched flour and enriched bread. A definition and standard of identity 
for enriched flour was adopted several years ago. Hearings were held 
on proposals to adopt a standard for enriched bread but, after issuance 
of a proposed order, final action was postponed because of war conditions. 


After a thorough study of proposals to fortify a wide variety of 
foods with vitamins and minerals, the Federal Security Administrator 
in July 1943 issued a statement of policy which is guiding in the formu- 
lation of food standards. The statement follows: 


“The labeling or advertising of a food as enriched with vitamins and minerals 
is an implied promise to consumers that it contains, in addition to the normal con- 
stituents of the unenriched food, sufficient vitamins and minerals to make a substantial 
contribution to the nutritional welfare of persons eating the enriched food in cus- 
tomary amounts. In order to promote honesty and fair dealing by fulfilling this implied 
promise, it is necessary that the kinds and quantities of enriching ingredients be deter- 
mined in the light of deficiencies of the various nutritional factors in the diets of the 
population in general and of significant population groups, the place occupied by the 
food in such diets, and the suitability and effectiveness of the food as a carrier of 
the enriching ingredients without undue separation or loss before consumption. 


“Honesty and fair dealing will best be promoted if such enriched foods as are 
made available to consumers serve to correct such deficiencies and furnish a reason- 
able margin of safety. Enrichment above the levels required to accomplish this end 
is wasteful and contrary to the interest of most consumers; nutrient factors in concen- 
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trated form are available for use in those special cases of deficiencies in the diets of 
persons who do not constitute significant population groups. Enrichment of foods 
with nutrients that are supplied in adequate quantities by the diets of all significant 
population groups is not only wasteful but tends to confuse consumers as to their 
nutritional needs. 


“Knowledge of the roles in human nutrition of various components of food, par- 
ticularly the vitamins, is incomplete. There is reason to believe that as new information 
is developed food factors not now recognized as essential may be shown to be neces- 
sary to adequate nutrition. 


“Most natural foods contain a wide variety of needed factors in significant 
amounts. It is highly probable that a diet of unenriched foods so chosen as to con- 
tain the required quantities of the presently known needed vitamins and other factors 
would more nearly supply all needed factors, known and unknown, than a diet which 
is raised by enrichment to adequacy in the vitamins and minerals now known to be 
needed. 


“Even though adequate nutrition could be better assured through the choice of 
natural foods than through reliance on enrichment, unenriched foods of the kinds and 
in the quantities necessary for adequate nutrition are not now available to substantial 
parts of the population and are not likely to be available soon; nor are most con- 
sumers sufficiently educated on nutritional questions to enable them to make an intel- 
ligent choice of combinations of unenriched foods on the basis of nutritional values. 


“Because of the lack of adequate production of a number of foods high in certain 
nutrients and the lack of consumer knowledge of nutrition, appropriate enrichment of 
a few foods widely consumed by the population in general or by significant popula- 
tion groups will contribute substantially to the nutritional welfare of consumers and 
to meeting their expectations of benefit. Enrichment of those foods which are not a 
substantial part of the dietary of any significant group tends to confuse and mislead 
consumers through giving rise to conflicting claims of nutritional values and by creat- 
ing an exaggerated impression of the benefits to be derived from the consumption of 
such foods. 


“If the customary process of manufacturing a staple food refines it so as to remove 
significant quantities of nutritive factors present in the natural product from which the 
food is made, and if the refined food is a suitable and efficient carrier of the factors 
so removed, some nutritionists advocate the restoration of such factors to the levels of 
the natural product as the most desirable basis of enrichment. To the extent that 
restoration serves to correct deficiencies of such factors, it is consistent with the pro- 
motion of honesty and fair dealing that refined foods be enriched on a restoration 
basis. However, when the evidence shows that the restoration levels are too low to 
correct deficiencies, or that deficiencies exist in other factors for which the refined food 
is an efficient carrier, the promotion of honesty and fair dealing may require the in- 
clusion of corrective quantities of nutritive factors in the enriched food even though 
such factors are present in smaller quantities or wholly lacking in the natural product 
from which the food is made. Similar considerations may require the enrichment of 
unrefined foods.” 


It seems questionable that any over-all solution of the problem of 
regulating the addition of special nutrients to foods can be effected under 
the present grant of authority to make standards. 
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Number of Food Standards 


In spite of many problems, the number of food standards adopted 
is substantial. There are now in effect 118 definitions and standards 
of identity, 7 standards of quality, and 9 standards of fill of container. 


Cooperation of Food Industry 


The food industry in general has been cooperative in establishing 
standards. Relatively few controversies have had to be settled by the 
courts. On the whole, the standards have been upheld in these actions. 


Apprehension as to Effect of Standards 


In a few hearings, apprehension has been expressed as to the pos- 
sible effect of proposed standards. Whether this has been caused by 
objection to having any standards at all for these foods or to the stand- 
ards that were proposed is not entirely clear. When economic conditions 
permit the sale of everything produced with little regard for worth or 
quality, there is likely to be opposition to any standards. 


One fear expressed was that standards will interfere with the devel- 
opment of new products. Some writers have viewed with alarm the 
probable effect on research of definitions and standards of identity. Such 


fears are not shared by most of those who have been closely in touch 
with standard making. When a new food of any kind is produced, it 
will normally begin its career as an unstandardized food subject to the 
general requirements of the Act. Actually, of course, entirely new foods 
are rare, and what critics seem to have in mind when discussing the 
effect of standards on new products is usually variations in well-known 
foods made by the addition of some hitherto unused ingredient or other 
change not provided for in an existing definition and standard of identity. 
Developments of this kind occur frequently. Under the procedure now 
required by the law, it is necessary to call hearings and take evidence 
on all proposed amendments to the standard, whether the change is 
minor or not. Certainly where changes are made in foods through the 
introduction of such ingredients as new chemical compounds, there 
would appear nothing unreasonable in publicly considering the proper- 
ties of such compounds and of possible dangers from their use, before 
recognizing them as proper ingredients. It has been argued that the 
general provisions of the Act are sufficiznt to protect the consumer from 
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the addition of deleterious substances. To a certain extent this is true, 
but these provisions operate only on substances which can be proved to 
be poisonous or deleterious and do not apply to substances which have 
not been sufficiently investigated to determine whether they are toxic or 
not. Consideration at a public hearing of the addition of new compounds 
to staple foods in advance of their general use is a type of insurance 
which has advantages to food manufacturers as well as to consumers. 
Long experience has shown that discoverers of new compounds are not 
likely to have an unbiased viewpoint as to the suitability for food use 
of the products they have discovered. 


Anti-Oxidants 


Illustrative of this point is the situation which exists at present rela- 
tive to the use of substances commonly called ‘‘anti-oxidants."" Many 
types of fatty foods have an inherent tendency to become rancid. For 
many years chemists have been experimenting with the addition of sub- 
stances to the fatty foods which will tend to delay the onset of rancidity. 
Although all is not known about the reason for fatty foods becoming 
rancid, it seems to be connected in some way with oxidation, and many 
of the products suggested for delaying rancidity are chemicals which are 
easily oxidized. Since there is an unknown, but very large, number of 
chemicals falling in this category, and since the properties of only a few 
of them are known insofar as they may affect the human body when 
consumed as ingredients of foods, it would seem not unreasonable to 
require that those which are recognized in food standards should be care- 
fully considered before being accepted. 


Retardation or Destruction of Enzymatic Action 


Another field in which a great deal of research has been done and 
is now under way has to do with the retardation or destruction of enzy- 
matic action in fruits and vegetables which are preserved by drying or 
by freezing. Certain enzymatic processes lower the quality of fruits and 
vegetables, and it is desirable that enzymes be inactivated when preserv- 
ing such foods. There are a number of chemicals which inhibit enzy- 
matic action, but, since such processes are similar to reactions in living 
cells, substances which inhibit enzyme reactions will often interfere with 
human metabolism. It does not seem unreasonable to require that, in 
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the case of foods for which standards are being adopted, the properties 
of substances of this kind which are to be used be discussed publicly 
and an opportunity given for all having information on the subject to 
present it. The prospect of having to disclose such discoveries has not 
as yet stifled research. Actually, there is nothing incompatible between 
food standards and patents on process or product. 


Changes in Food 


Food manufacturers often wish to make changes in foods, both in 
those for which standards of identity have been adopted and in those 
for which there are no standards. Such changes frequently involve a 
question as to whether the changed product is entitled to the common 
or usual name of the original food. This problem may become acute 
where definitions and standards of identity make no provision for the 
variation desired. Where the modified food is reasonably different from 
the one for which there is a standard, it may be possible to merchandise 
it so that it does not give the impression of being simply a food which 
does not comply with applicable standards. It is difficult to generalize 
about situations of this kind, since the facts in different instances are 
seldom the same. Care in framing identity standards initially so that 
they do not impose needless restrictions will eliminate some of these 
difficulties. If those most concerned approach problems of this kind 
deliberately, and with a clear perception of the facts, no great obstacles 
should be encountered. 


Farina Case 


Since a decision of the Supreme Court in a case reviewing the defini- 
tion and standard of identity for enriched farina, a good deal has been 
said about standards driving honest foods from the market. Such state- 
ments have been responsible for much of the apprehension felt by food 
manufacturers when considering the probable effect of the adoption of 
new standards. Actually, no brands of enriched farina have been driven 
from the market. In view of the widespread use of the word “enriched” 
in connection with flour and bread to denote the addition of substantial 
quantities of thiamin, niacin, riboflavin, and iron, with optional use of 
vitamin D and calcium, it is doubtful if any manufacturer of a farina 
containing added vitamin D alone would now consider it entitled to be 
labeled “enriched.” 
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Evaporated Milk Standard 


If standards are to fulfill their purpose, they must make it possible 
to bring about improvements. One of the early standards of identity 
adopted was that for evaporated milk. It required slightly more milk 
fat in this food than was the accepted practice. It may be argued that 
such a standard would have the effect of driving from the market an 
old established food, meaning the evaporated milk with the milk fat 
content previously recognized. No such statements, however, were made 
by the evaporated milk industry, and the requirements of the new stand- 
ard were promptly met. 


Consumer Preferences 


It has also been said that identity standards may deprive some 
consumers of special types of food which they prefer to the one pre- 
scribed by the standard. This may be possible, but in such case the 
demoralizing effect of recognizing the preferred variants must be con- 
sidered. For example, a person desiring to reduce his intake of calories 
may argue—‘‘As far as I am concerned I would rather have butter with 
50 per cent fat than butter with a minimum of 80 per cent, as required 
by the standard. The standard is unreasonable since it deprives me of 
a wholesome food. Why not permit the sale of butter of any fat content 
when the per cent of fat is shown on the label?”” Changing the standard 
for butter to recognize products of varying fat content would make pos- 
sible widespread deception of consumers. It would put an unreasonable 
burden on them to scrutinize every butter label and calculate the price 
asked in terms of amount of fat present. This would be impossible for 
many. In localities where there are relatively few retailers, the con- 
sumer would likely be compelled to take substandard products or do 
without. Any standard made must contain restrictions or it would not 
be a standard. A good standard makes wise restrictions. 


Promotion of Better Linderstanding 


One of the problems of standard making is to promote a better 
understanding on the part of the food industry as to the probable results 
of the adoption of new standards. Since the adoption of a standard 
may make some changes necessary, the first impulse of an affected indus- 
try sometimes is to say that standards are not wanted. The whole 
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tendency of food manufacturing and food regulation for a long number 
of years, however, has been toward standardization, and a forward- 
looking approach is to furnish all pertinent information and to cooperate 
in framing proposals and giving testimony so that the standards finally 
adopted will embody only wise restrictions and will accomplish their 
purpose. Basically this purpose, in the case of definitions and standards 
of identity, is to assure the consumer of obtaining a worthwhile article 
without the necessity of studying and interpreting the labeling to find 
out what is being purchased. The purpose of standards of quality is 
to assure the consumer of obtaining a product of reasonably good quality, 
especially in foods where there are great variations in quality, or to 
advise of low quality before purchase is made. In the case of fill of 
container standards the purpose is more directly connected with preven- 
tion of fraud. They are designed mainly to prevent deception from slack 
filling. In the future a larger proportion of the standards adopted should 
be quality standards and standards of fill of container. 


Better understanding between regulatory officials and the food 
industry is often facilitated by well-established trade associations. The 
Food and Drug Administration believes all trade associations in the food 
industry should have regular committees dealing with the subject of 
standards. 

Plans for Future Standards 


Within the near future, the Administration plans to handle requests 
for amendments to existing identity standards and to recommend hear- 
ings on proposals to adopt standards for additional basic foods. Within 
the next year or two, it is hoped that identity standards for salad 
dressings, one or more of the more important canned fish products, cer- 
tain frozen fruits and vegetables, and quality standards for additional 
canned foods and perhaps for some frozen fruits may be considered. The 
possibilities for improving the over-all quality of our food supply are still 
limitless. Standards can help to do this. Increased confidence on the 
part of the consumer in prepared foods will undoubtedly react to the 
advantage of manufacturers. Honesty and fair dealing in the interest 
of consumers is closely related to the regulation of unfair competition. 
The over-all benefits of standards to the food industry would seem to 
outweigh the inconveniences which may occur from time to time. 


[The End] 
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The Impact 


of the Administrative Procedure Act 


on the Administration 
of the Federal Food, Drug, and Cosmetic Act 


JAMEs B. GoDING 


11, 1946, is the product of a decade of Congressional effort to 

prescribe an intelligent code of fair Federal administrative pro- 
cedure. The task was Herculean. The subject matter was found to be 
practically amorphous. The vast number of Federal administrative 
authorities were found, on close examination, to be of such variety in 
character and so diversified in operation as almost to defy categorical 
treatment. 


Tu ADMINISTRATIVE PROCEDURE ACT, approved June 


In this mosaic of administrative activity, only chaos could result 
from the imposition of an arbitrary set of uniform procedural rules which 
would supersede all prior legislative authority for the channeling of 





1 Public Law 404, Seventy-ninth Congress, 60 Stat. 237. The effective dates of various 
provisions of the law were specifically postponed by Section 12, the latest effective date 
being June 11, 1947. It should be noted that ‘‘no procedural requirement shall be 
mandatory as to any agency proceeding initiated prior to the effective date of such 
requirement.’”’ 


Mr. Goding, a member of the bar of Massachusetts, is an 
attorney with the Federal Security Agency, Washington, 
D.C. The views expressed in this article do not necessarily 
represent the official position of the Federal Security Agency. 
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administrative functions. Congress chose rather to require each agency 
to maintain certain minimum standards. 


The new Act in 12 sections is designed to accomplish four general 
objectives in the area of Federal administrative operations. These are: 
(1) public disclosure of the organization of and procedures in each 
agency (Section 3); (2) basic standardization of the various forms of 
administrative proceedings (Sections 4, 5, 6, and 9); (3) establishment 
of a uniform pattern of administrative hearing and decision procedure 
in cases required to be decided on the hearing record solely (Sections 
7 and 8); and (4) affirmation of the traditional right and scope of judicial 
review of administrative action (Section 10). 


These general objectives are clearly meritorious. It remains to be 
seen whether the operation of the law substantially serves the public 
interest and does not “cripple administrative action.""* This applies to 
the effect of the Act on the administration of Federal laws generally. In 
the case of a specific statute, however, the effect of the Administrative 
Procedure Act is now demonstrable to the extent that the procedures 
prescribed in the specific statute meet the minimum requirements of the 
new law. When this test is applied to the Federal Food, Drug, and 
Cosmetic Act,’ it will be seen that no radical changes in the administrative 
operations thereunder are required by the Administrative Procedure Act. 


Introduction 


In considering the impact of the Administrative Procedure Act on 
the Federal Food, Drug, and Cosmetic Acct, it is vitally important to note 
the two classes of operations under which the latter law functions. This 
dichotomy of functional operations may, for 
want of more precise designation, be called 
administrative and enforcement. In the leg- 





2 The quoted words constitute the theme of a 
critical paper by Blachly and Oatman, The Federal 
Administrative Procedure Act (1946) 34 Georgetown 
Law Journal 407. This paper contains much valid 
criticism of the Administrative Procedure Act; it re- 
mains to be seen, however, whether or not a realistic 
adaptation of agency functions to otherwise incongru- 
ous situations will be sanctioned by liberal judicial 
construction of the Act. For an interesting treatise on 
the place of the Administrative Procedure Act in the 
historical development of administrative law, see 
Kaufman, The Federal Administrative Procedure Act 
(1946) 26 B. U. L. Rev, 479. 

James B. GopINnG $21 U. S. C. 301 et seq. 
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islative scheme of the Federal Food, Drug, and Cosmetic Act, each of 
these two classes of activities has a separate, indispensable role in the 
protection of the public health and pocketbook in the area of Federal 
control over food, drugs, devices, and cosmetics. 


The enforcement zone is occupied by the Department of Justice in 
the employment of the three judicial sanctions with which the Federal 
Food, Drug, and Cosmetic Act is equipped. These sanctions are: seizure 
and condemnation * of proscribed goods; injunction to restrain ° the com- 
mission of the prohibited acts; * and the imposition of criminal penalties * 
for violations. All three classes of cases are brought in the United States 
District Courts. 


These enforcement activities under the Federal Food, Drug, and 
Cosmetic Act do not fall within the ambit of the Administrative Pro- 
cedure Act. 


It is only in the administrative area of activities under the Federal 
Food, Drug, and Cosmetic Act that the Administrative Procedure Act 
has meaning. The duty to administer the Federal Food, Drug, and 
Cosmetic Act is lodged in the Food and Drug Administration under the 
direction and supervision of the Federal Security Administrator.* The 
Administrator is the “agency” as that term is defined in Section 2 (a) of 
the Administrative Procedure Act, because he is the “‘authority’’ ex- 
pressly designated by the Federal Food, Drug, and Cosmetic Act to act 
in the administrative zone of operations. The Commissioner of Food and 
Drugs likewise may also meet the definition of “agency” in Section 2 (a) 
to the extent of delegations of authority from the Administrator, because 


* Section 304; 21 U. S. C. 334. In order to avoid cumbersome duplication, only statute 
references, unaccompanied by United States Code citations, will hereinafter be furnished. 
The formula for finding the section of the Federal Food, Drug, and Cosmetic Act in 
Title 21 of the Code is as follows: Each of the statute section numbers, with the exception 
of Section 1, has three figures. The middle figure is always 0. In transposing from 
statute to code the 0 becomes 3 and changes place with the first digit. Thus, Section 201 
of the Act is Section 321 of Title 21 U. S. C.; Section 404 of the Act is Section 344 of 
Title 21 U. S. C.; ete. To complete the explanation, Section 1 of the Act is Section 301 
of Title 21 U. S. C. 

5 Section 302. 

* Section 301. 

T Section 303. 

8’ The Food and Drug Administration and its functions were transferred from the 
Department of Agriculture in 1940. Section 12 of Reorganization Plan No. IV, 54 Stat. 
1234, 1237. Pursuant thereto, the Food and Drug Administration under the direction and 
supervision of the Administrator also administers these other laws: The Federal Caustic 
Poison Act (15 U. S. C. 401 et seq.), The Tea Importation Act (21 U. S. C. 41 et s8eq.), 
The Import Milk Act (21 U. S. C. 141 et seq.), and the Filled Milk Act (21 U. S. C. 
61 et seq.). 
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the Commissioner is thereby an ‘authority (. . . within or subject to 
review by another agency).’”’ As the principal ‘‘authority,’’ the Admin- 
istrator is charged with the responsibility of bringing his activities and 
those of the Food and Drug Administration into compliance with the 
Administrative Procedure Act. 


I. Public Information 


The administrators of the Federal Food, Drug, and Cosmetic Act 
were met at the threshold of an appraisal of the new law with the provi- 
sions in Section 3 respecting disclosure of public information. Section 
3 (a) requires the separate and current publication in the Federal 
Register of three general classes of material—organizational, procedural, 
and substantive rules. Pursuant thereto, the Administrator submitted 
for publication in the Federal Register information on the organization 
and procedures of the Food and Drug Administration. This was pub- 
lished on September 11, 1946,° the effective date of Section 3. Since 
this section is prospective in operation *° it has no application to material 
issued prior to September 11, 1946. Consequently, the Administrator 
was not required to revise and republish the vast volume of procedural 
and substantive regulations issued prior to that date, all of which had in 
fact been published in the Federal Register. 


Section 3 excepts from the required publication material which 
must be kept secret in the public interest and that relating solely to the 
internal management of the agency. Much information concerning the 
procedures and activities of the Food and Drug Administration falls in 
the latter category. Thus, the methods by which the Administration 
determines whether, in its view, a particular set of circumstances con- 
stitutes a violation and forms the basis for a recommendation by the 
Administrator to the Department of Justice to invoke one of the three 
judicial sanctions, are purely a matter of internal management. The 
agency's immunity from disclosure of this information under the Admin- 
istrative Procedure Act is comparable to the limitations of pre-trial dis- 
covery seeking information of the same character in seizure actions 
brought under the Federal Food, Drug, and Cosmetic Act.” 





*11 Federal Register 177A-541. 

1% 92 Congressional Record 5650 (1946). 

"™ See United States v. 720 Bottles—Plantation Pure Vanilla Extract, etc., 3 F. R. 
466 (DC E. D. N. Y.); United States v. 88 Cases—Bireley’s Orange Beverage, 5 F. R. 
503 (DC N. J.) [CCH Food Drug Cosmetic Law Reports {§ 7039]. 
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The chief change wrought by Section 3(a) is in the manner of 
disseminating administrative interpretations of the applicability of the 
Federal Food, Drug, and Cosmetic Act to particular trade practices. 
Heretofore, any response to an inquiry of general interest to the trade 
involved was classified as “Trade Correspondence” and given wide 
publication in trade journals. Section 3(a) of the Administrative Pro- 
cedure Act requires that these administrative interpretations be published 
in the Federal Register. The formalizing of these interpretations, al- 
though no legal validity is imparted thereto by the new law, will probably 
tend to reduce their number. Only one statement of interpretation has 
been issued by the Administrator since September 11, 1946.7? 


Section 3(b) requires each agency to make available in accordance 
with published rule all opinions and orders in the adjudication of cases 
except confidential matters which are not cited as precedents. Under 
the definitions of ‘‘order” and ‘“‘adjudication”’ in Section 2(d) the matters 
currently affected under the Federal Food, Drug, and Cosmetic Act 
are decisions in new drug cases and detentions of imports."* The 
pertinent rule *® provides for inspection of these decisions, subject. to 
the exception, at the offices of the Food and Drug Administration in 
Washington in new drug matters and at the Food and Drug Adminis- 
tration Station where issued in import detention matters. 


Section 3(c) calls for the publication of a rule disclosing the accessi- 
bility of public records which are not found to be confidential. The rule 
promulgated pursuant thereto ** provides for public inspection of desig- 
nated public records, at the offices of the Food and Drug Administration 
in Washington. 

II. Rule Making 


Section 2(c) of the Administrative Procedure Act defines ‘‘rule” 
and ‘rule making”’ as follows: 


““Rule’ means the whole or any part of any agency statement of general or particu- 
lar applicability and future effect designed to implement, interpret, or prescribe law or 
policy or to describe the organization, procedure, or practice requirements of any 
agency and includes the approval or prescription for the future of rates, wages, cor- 
porate or financial structures or reorganizations thereof, prices, facilities, appliances, 





1212 Federal Register 883, February 7, 1947. 
18 Section 505. 

4 Section 801. 

% 11 Federal Register 177A-543, § 1.5. 

4% 11 Federal Register 177A-543, § 1.6. 
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services or allowances therefor or of valuations, costs, or accounting, or practices 
bearing upon any of the foregoing. ‘Rule making’ means agency process for the 
formulation, amendment, or repeal of a rule.” 

This comprehensive definition of ‘‘rule’’ encompasses all classes of regu- 
lations issued under the Federal Food, Drug, and Cosmetic Act. These 
include substantive, procedural, and interpretive regulations and, also, 
descriptions of the agency organization. 


“Except where notice or hearing is required by statute,” public 
notice of proposed rule making “shall not apply to interpretive rules, 
general statements of policy, rules of organization, procedure or prac- 
tice.” (Section 4(a) of the Administrative Procedure Act.) This 
means that an opportunity for public participation in rule making under 
the Federal Food, Drug, and Cosmetic Act must be afforded only in the 
case of substantive regulations. Hence, the Administrator is not required 
to give notice of proposals for and to permit public participation in the 
formulation of regulations under Section 701(a) (for the efficient en- 
forcement of the Act), regulations prescribed jointly with the Secretary 
of the Treasury under Section 701(b) (for the efficient enforcement of 
Section 801—imports and exports), rules of practice in quasi-legislative 
and quasi-judicial hearings, or statements of policy or interpretation. 


The process leading up to the issuance of substantive regulations 
under the Federal Food, Drug, and Cosmetic Act will not be varied 
appreciably by the requirements of Section 4 of the Administrative Pro- 
cedure Act. The requirements in the new law as to notice are applicable 
to all proposed rule making of a substantive character. The inclusion 
in the notice of the time and place of public participation, statement of 
authority, and the substance of the proposed regulations, as well as the 
requirement of publication of the notice in the Federal Register, all 
of which are made mandatory by Section 4(a), correspond to the tech- 
nique of notice used by the Administrator heretofore. 


The pre-existing pattern of procedure in rule making likewise will 
not generally be disturbed by Section 4(b). In this connection, it is 
important to note the two classes of substantive rules for which separate 
requirements of procedure are assigned by Section 4(b). These are 
(1) rules not required by statute to be made on the record after oppor- 
tunity for an agency hearing, and (2) rules authorized by statute with 
such a requirement. 
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The first classification covers those regulations issued under the 
Federal Food, Drug, and Cosmetic Act governing the certification of 
drugs containing insulin, penicillin, or streptomycin, in connection with 
the issuance of which Sections 506 and 507 ** require no public hearing; 
regulations governing the inspection service under the Sea~-Food Amend- 
ment;'® and the large number of regulations creating exemptions which 
are authorized under the the Federal Food, Drug, and Cosmetic Act. 
The nature of the exempting regulations and the sections of the Act 
which provide for their issuance are as follows: 


Sec. Authorizing relaxation of requirements of 

403(e)(2) Label statement of quantity of food. 

403(i) (2) Label recitation of common names of ingredients in food. 

403(k) Disclosure in labeling of artificial flavor or color or chemical preservative 
in food. 

405 Labeling and packaging in the case of small open containers of fresh fruits 
and fresh vegetables and in the case of bulk shipments of food. 

502(b)(2) Label statement of quantity of drug or device. 

502(e)(2) Label recitations of common names of active ingredients and quantity, 
kind, and proportion of alcohol and certain designated potentially dangerous in- 
gredients, in drugs. 

502(f)(1) Adequate directions for use in labeling of drug or device. 

502(g) Methods of packing drugs or devices prescribed by an official com- 
pendium. 

503(a) Labeling and packaging in the case of bulk shipments of drugs or 
devices.” 

505(i) New drug application procedure in the case of new drugs intended solely 
for investigational use by experts. 

602(b)(2) Label statement of quantity of cosmetic. 

603 Labeling and packaging in the case of bulk shipments of cosmetics. 

702(b) Furnishing portions of samples collected for analysis under the Act 
to interested parties.” 


The procedure prescribed by Section 4(b) of the Administrative 
Procedure Act for public participation in substantive rule making of this 
first class is not a public hearing. It simply is ‘‘an opportunity to par- 
ticipate in the rule making through submission of written data, views, or 


17 Section 507, which provides for the pre-distribution testing of drugs containing 
penicillin, was recently amended to cover drugs containing streptomycin. Public Law 16, 
Eightieth Congress, first session, Chapter 16 (March 10, 1947). 

18 Act of August 27, 1935, 21 U. S. C. 372a. 

1% In Arner Co. Inc. et al. v. United States, 142 F. (2d) 730, 736 (CCA-1) it was held 
that the Administrator is authorized to prescribe conditions to the exemptions, as other- 
wise Congress itself could have enacted outright exemptions. 

2 This group of regulations has been listed here because the court in Triangle Candy 
Co. et al. v. United States, 144 F. (2d) 195 (CCA-9) decided that they are of a sub- 
stantive character. 
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arguments with or without opportunity to present the same orally in any 
manner.’ ‘This will bring no real change in the administration of the 
Federal Food, Drug, and Cosmetic Act. The result simply makes 
mandatory the practice heretofore employed, as a matter of discretion, of 
inviting the submission of interested parties’ views in the process of 
formulating regulations of this class. 


The second classification of substantive regulations, namely, those 
“required by statute to be made on the record after opportunity for an 
agency hearing,’ embodies the following broad variety of regulations 
authorized under the designated sections of the Federal Food, Drug, 
and Cosmetic Act: 


Sec. Nature of regulations 

401 Standards of identity, quality, and fill of container of food. 

403(j) Required label statements concerning the vitamin, mineral and other 
dietary properties of special dietary food. 

404(a) Conditions covering the issuance to food manufacturers or processors of 
emergency permits. 

406(a) Limiting the quantity of added poisonous ingredients which are required 
or unavoidable in good manufacturing practice in the production of food. 

501(b) Tests prescribed for determination of the strength, quality, or purity of 
certain drugs. 

502(d) Designation of derivatives of certain drugs as habit forming. 

502(h) Form and manner of packaging drugs liable to deterioration. 

406(b), 504, and 604 Conditions covering the listing, and certification of batches, 
of coal tar colors which are harmless and suitable for use in food, drugs, and cosmetics. 

506 and 507“ Pertaining to the certification of drugs containing insulin, penicillin, 
or streptomycin. (The circumstances under which public hearing is required are 
designated in the governing sections) . 


Section 4(b) provides that the public hearing procedure and 
mechanics of decision prescribed in Sections 7 and 8 shall govern this 
second class of substantive regulations. The requirements in these 
sections will be treated separately hereinafter. 


III. Adjudication 


The Administrative Procedure Act, Section 2(d), defines ‘“‘ad- 
judication” as “agency process for the formulation of an order.” 
“Order” in turn is defined, in the same sub-section, as ‘the whole or any 
part of the final disposition (whether affirmative, negative, injunctive, 
or declaratory in form) of any agency in any matter other than rule 
making but including licensing.” 
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There are many areas of administrative activity under the Federal 
Food, Drug, and Cosmetic Act which superficially might appear to fall 
within the purview of these definitions, but which actually do not, in the 
view of the writer. Action by the Administrator authorized at the thresh- 
old and termination of court proceedings in seizure cases warrants dis- 
cussion in this connection. Section 304(a) authorizes the Administrator 
to make a finding of fact, without hearing, that a misbranded article is 
dangerous to health, or that its labeling is fraudulent, or would be in a 
material respect misleading to the injury or damage of the purchaser 
or consumer. The function of the finding is to lay the basis for multiple 
seizure actions, in the absence of the exercise of which the Government 
is limited in the case of alleged misbranding to the institution of only 
one court proceeding, even though many interstate shipments of the 
article have been made. The finding is only preliminary to judicial pro- 
ceedings and does not constitute the “‘final disposition” of a case and is, 
therefore, quite clearly not an “order.” 


Section 304(d) provides that when condemned goods are released 
to the claimant for reconditioning, they are to be “brought into compli- 
ance with the provisions of this Act under the supervision of an officer 
or employee duly designated by the Administrator." While the admin- 
istrative authority to determine compliance with the law in such cases has 
been held to be unassailable except for abuse of discretion,’ the pro- 
cedure involved is ancillary to the judicial proceeding. Here again, the 
“final disposition” of the proceeding is made by the court, with the 
agency taking on the appearance of agent in the execution of the court's 
decree. Thus, here again, the agency action is not an “order.” 


Section 305 of the Federal Food, Drug, and Cosmetic Act requires 
that the Administrator, before recommending to a United States Attor- 
ney that criminal proceedings be instituted, shall give the person involved 
an opportunity to present his views orally or in writing. The fulfillment 
of this requirement is not, however, a prerequisite to prosecution.” 
Clearly, therefore, the Administrator's decision following such a hearing 
is not a ‘final disposition” and does not meet the definition of “order” 
in Section 2(d). 

21 United States v. 1322 Cans Black Raspberry Puree [CCH Food Drug Cosmetic Law 


Reports { 7031] 68 F. Supp. 881 (DC Ohio N. D.). 
22 United States v. Dotterweich, 320 U. S. 277, 278, 279. 
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Even if the foregoing construction of the term “‘order’’ is erroneous 
with respect to any or all three of the classes of determinations discussed, 
the effect of its applicability thereto would be quite mild. The Ad- 
ministrator would then be required merely to make accessible for public 
inspection the orders issued in the adjudication of the affected cases, 
pursuant to Section 3(b). 

Decisions made in four types of administrative proceedings under 
the Federal Food, Drug, and Cosmetic Act appear to fit the definition of 
“order” in Section 2(d). These proceedings involve: 

(1) Applications for reinstatement of suspended emergency food 

manufacturing permits, under Section 404(b). 


(2) Applications with respect to new drugs, under Section 505(b). 


(3) Agency action to suspend the effectiveness of new drug appli- 
cations, under Section 505(e). 

(4) Detentions of food, drugs, devices, or cosmetics offered for 
import into the United States, under.Section 801. 


The fact that the determination of proceedings of any of the four 
foregoing kinds is an “order’’ within the definition of Section 2(d) does 
not mean necessarily that the requirements in the process of “adjudica- 
tion’’ prescribed by Section 5 are applicable. Section 5 governs “in 
every case of adjudication required by statute to be determined on the 
record after opportunity for an agency hearing,” with six named excep- 
tions, of which one is highly significant in the administration of the 
Federal Food, Drug, and Cosmetic Act. This is exception number 
three, which excludes from the operation of Section 5 “proceedings in 
which decisions rest solely on inspections, tests, or elections.” 


A very interesting question may some day arise concerning the ap- 
plicability of Section 5 to the first of the four types of adjudicatory 
proceedings listed. Since the passage of the Federal Food, Drug, and 
Cosmetic Act in 1938, Section 404 has remained inoperative. No im- 
minent menace to the public health from the nation’s food production 
has arisen to require the Administrator to invoke the emergency permit 
control authorized by this section. At this time, therefore, the question 
whether proceedings on an application for reinstatement of a suspended 
permit are subject to Section 5 appears hypothetical. If and when it 
does arise while the pertinent sections of both laws remain unamended. 
this question will be a close one. 
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In the first place, while Section 404(b) does provide for a hearing, 
there is no requirement that the decision be based on the record of that 
hearing. This probably is not significant. It is recognized that where 
the basic statute expressly requires an administrative hearing preliminary 
to determination in a quasi-judicial proceeding, decision on the basis of 
evidence adduced at the hearing is thus prescribed.** Furthermore, al- 
though the words “on the record” appear in the context of Section 5, 
all references to this section in the legislative history ignore those three 
words.** It would thus appear that the absence of a requirement of 
decision ‘‘on the record” in Section 404(b) does not render inapplicable 
the adjudication procedure of Section 5 of the Administrative Procedure 
Act. 

A more significant consideration in this connection is the third 
exception in Section 5. The decision on an application for reinstatement 
is to be made, under the scheme of Section 404(b), following a hearing 
“and an inspection of the establishment.” Since the conditions of the 
establishment constitute the principal, if not the sole, factor in the permit 
control plan of the statute, the word “inspections” in the third exception 
would seem to exempt proceedings under Section 404(b) from the ad- 
judication procedure of Section 5. 

Much of the foregoing discussion concerning the question of the 
applicability of Section 5 to proceedings under Section 404(b) is perti- 
nent to a consideration of proceedings following detention of imports 
under Section 801. Pursuant to Section 801(a), the owner or importer 
of detained goods ‘‘may appear before the Federal Security Administra- 
tor and have the right to introduce testimony.’ From what has already 
been said, this requirement considered alone would seem to require de- 
cision “‘on the record.” However, the basis of decision permitted by 
Section 801(a) encompasses an area which extends far beyond the 
evidence adduced at the hearing. The article shall be refused entry 
“if it appears from the examination of such samples or otherwise” that 
it has been prepared under insanitary conditions; forbidden or restricted 
in sale in the country where the article was produced or exported from; 
or misbranded or adulterated within the definitions of the Federal Food, 
Drug, and Cosmetic Act. By the quoted express language, it appears 

*3 Chicago Junction Case, 264 U. S. 258, 264, 265. 
* For examples, see the Committee Reports on Senate 7: Senate Report No. 752, p. 16, 


Seventy-ninth Congress, first session; House of Representatives Report No. 1980, p. 26, 
Seventy-ninth Congress, second session. 
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clear that Congress has vested the Administrator with clear authority to 
depart from the traditional requirement of determining quasi-judicial 
proceedings on the basis of evidence adduced at the hearing. The third 
exception itself appears to take import detention proceedings out of the 
operation of Section 5. Apart from this exception, however, it seems 
clear that the scheme of Section 5 is not designed to interfere with the 
general pattern of procedure prescribed by Section 801 (a). 


With respect to proceedings involving new drug applications and 
suspensions, there appears to be no question that Section 5 is applicable. 
It should be noted that the only type of order which results from ad- 
judication of new drug applications is of the negative variety. Thus, 
pursuant to Section 505(c) of the Federal Food, Drug, and Cosmetic 
Act, an application filed under Section 505(b) becomes effective 60 days 
following filing date (except that postponement of effectiveness of the 
application for 180 days is provided for) unless, following notice and 
hearing, the Administrator refuses to permit the application to become 
effective. 


The notice of hearing transmitted to applicants in new drug matters 
heretofore employed corresponds to the requirements of Section 5(a). 
The Agency’s obligation under Section 5(b) to explore possibilities of 
adjustment will be met by a continuation of the present practice. This 
is for the Medical Division of the Food and Drug Administration to 
confer informally with applicants where there is serious doubt of con- 
formance of the new drug with the requirements of the law. Frequently, 
the result of the conferences is the withdrawal of the application, usually 
for the purpose of making further tests to demonstrate the safety of the 
new drug. 


Compliance with the adjudication requirements of Section 5 will not 
be unduly burdensome in proceedings for the suspension of the effective- 
ness of new drug applications under Section 505(e) of the Federal 
Food, Drug, and Cosmetic Act. 


IV. Hearings and Decisions 


Sections 7 and 8 of the Administrative Procedure Act, dealing with 
hearings and decisions, respectively, are applicable to rule making pro- 
ceedings required by statute to be determined on the record, and quasi- 
judicial matters subject to Section 5. In the administration of the 
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Federal Food, Drug, and Cosmetic Act, the hearing and decision pro- 
cedures of Sections 7 and 8 must be followed in proceedings involving 
the second class of substantive regulations referred to above under Rule 
Making, and in new drug application and suspension matters. 

Section 7(a) deals with the presiding officers who are to conduct 
the hearings. The Administrator can, of course, qualify to preside at 
hearings under the Federal Food, Drug, and Cosmetic Act which are 
required to be conducted in conformity with Section 7. As a practical 
matter, however, examiners appointed pursuant to Section 11 of the 
Administrative Procedure Act will conduct these hearings. The powers 
of these examiners, set out in Section 7(b), are not different from those 
heretofore conferred on presiding officers in hearings under the Federal 
Food, Drug, and Cosmetic Act. Nor will the established practice in 
the matter of making decisions be varied by Section 8(a), except in 
one type of proceeding. 

The practice has been for the presiding officer to refer the record 
to the Administrator for decision. Section 8(a) provides, among other 
alternatives, that in rule making and in determining applications for 
initial licenses, the presiding officer may certify the entire record to the 
“agency” for initial or tentative decision. This clearly covers decisions 
made in the case of all regulations issued pursuant to Section 701(e) of 
the Federal Food, Drug, and Cosmetic Act, which are listed above in 
the second class of substantive regulations under Rule Making; and it 
appears to be applicable to decisions on applications with respect to 
new drugs (Section 505(b)), because the definition of “license” in 
Section 2(e) of the Administrative Procedure Act encompasses such 
determinations, and the “license’’ sought is thus an “‘initial license.’ It 
appears that the one type of proceeding under the Federal Food, Drug, 
and Cosmetic Act in which the presiding officer is required by the 
Administrative Procedure Act to make or formally recommend a deci- 
sion is that for the suspension of effective new drug applications (Sec- 
tion 505(e) ). 

The effect of the ‘‘separation of functions” provision in Section 
5(c) on the presiding officers’ conduct will likewise be limited to pro- 
ceedings under Section 505(e) of the Federal Food, Drug, and Cosmetic 
Act. Section 5(c) prohibits the presiding officer from consulting with 
the investigative branch of the Agency in connection with the pending 
case or a factually related case. Conversely, employees in the investi- 
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gative branch are barred from participating in the formulation of the 
decision. Since these prohibitions are in Section 5(c) and Section 5 
deals solely with adjudications, the regulation making procedure under 
the Federal Food, Drug, and Cosmetic Act is not affected thereby. Fur- 
thermore, Section 5(c), by its own terms, does “not apply in determining 
applications for initial licenses." Hence, under the theory developed in 
the preceding paragraph, proceedings involving applications with re- 
spect to new drugs would also be exempt from the prohibitions of Section 
5(c). af 

The mechanics of hearing and decision procedure prescribed by 
Sections 7 and 8 approximate very closely the general pattern of pro- 
cedure prescribed by Section 701(e) of the Federal Food, Drug, and 
Cosmetic Act for the making of the substantive regulations listed above 
in the second class under Rule Making. The Rules of Practice *° cover- 
ing these proceedings will require only minor modification to bring 
complete compliance with the Administrative Procedure Act. The prac- 
tice and procedure in new drug application matters essentially conform 
to the requirements of the new law. 

There is nothing novel in the provision in Section 7(c) that “the 
proponent of a rule or order shall have the burden of proof.” It means 
merely that the party which proposes any regulation or order, or any 
part thereof, “has the general burden of coming forward with a prima 
facie case.” *® While Section 701(e) has no such express provision, 
in hearings under the Federal Food, Drug, and Cosmetic Act it has been 
taken for granted that the party, including the Administrator, who pro- 
poses specific administrative action is expected te come forward and 
adduce substantial, probative, and reliable evidence in support thereof. 

The further requirement in Section 7(c) that decisions must be 
based on reliable, probative, and substantial evidence as a practical 
matter adds nothing to the provision in Section 701(e) that “The Ad- 
ministrator shall base his order only on substantial evidence.”’ 


V. Judicial Review 
Section 10 of the Administrative Procedure Act brings no essential 
change to the area of judicial review of administrative action under the 
Federal Food, Drug, and Cosmetic Act. The detailed scheme of review 
% 21 CFR, Cum. Supp. 2.701 et seq. 


% House of Representatives Report No. 1980, p. 36, Seventy-ninth Congress, second 
session. 
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of Section 701(f), involving substantive regulations issued under Sec- 
tion 701(e), and of Section 505(h), covering appeals from adjudications 
in new drug matters, is not disturbed by Section 10. The limitation on 
the right of review in Section 701(f)(1) to persons who will be “‘ad- 
versely affected” *’ is not varied by Section 10(a). 

Section 10(b) permits judicial review in an enforcement proceeding 
“except to the extent that prior, adequate, and exclusive opportunity for 
such review is provided by law.” It has been held that Section 701 (f) 
of the Federal Food, Drug, and Cosmetic Act provides an exclusive 
avenue for review of regulations issued under Section 701(e), and that 
consequently judicial review in an enforcement proceeding involving 
such regulations is not proper.”* 

Section 10(b) provides that, in seeking judicial review, any applica- 
ble form of proceeding, in the absence of a statutory form of review, 
may be utilized. However, an action for declaratory judgment ** of the 
alleged legality of a food product under the Federal Food, Drug, and 
Cosmetic Act, proved futile.*° The rationale of the court was that an 
expression from the Commissioner of Food and Drugs or the Adminis- 
trator, who have no authority to institute regulatory action, concerning 
the applicability of the statute to a given set of circumstances does not 
constitute a justiciable controversy. 


The pattern of the scope of judicial review in Section 10(e) gen- 
erally is declaratory of the existing law. It seems clear that Congress 
intended that the courts should not substitute their judgment for that 
of the agency.*' Where the basic statute requires that decision after 
hearing be based on substantial evidence of record, the courts are not 
expected on the basis of Section 10(e) to prolong the search beyond the 
point of discovery of ‘substantial evidence.” 

In adjudications and rule making arising under statutes which do 
not require decision on the basis of the record, and which have no express 
review provisions, the existing law concerning judicial review of admin- 

*7 Any adverse effect of the regulation on the petitioner must be direct and not 
remote. American Lecithin Co., Inc. v. McNutt, Federal Security Administrator [CCH 
Food Drug Cosmetic Law Reports § 7011], 155 F. (2d) 784 (CCA-2), United States Cane 
Sugar Refiners’ Ass’n v. McNutt, 138 F. (2d) 116 (CCA-2). 

* United States v. . . . Nu-Charme Perfected Brow Tint, 59 F. Supp. 284, 288, 289 
(DC La. W. D.), affirmed 154 F. (2d) 62 (CCA-5). But see United States v. Lord-Mott 
Co., Inc,, 57 F. Supp. 128, 132, 133 (DC Md.). 

** Under the Declaratory Judgment Act, 28 U. S. C. 400. 


” Helco Products v,. McNutt, 137 F. (2d) 681 (App. D. C.). 
** See Federal Security Administrator v. Quaker Oats Co., 318 U. S. 218, 227, 228. 
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istrative decisions is not in a settled state. Nor does the Administra- 
tive Procedure Act in this connection accomplish more than prescribe 
general guides. Thus, standards such as “arbitrary, capricious, an abuse 
of discretion, or otherwise not in accordance with law” are frequently 
most difficult of application. However, these standards, of which there 
are six, in Section 10(e), may serve to distinguish and clarify the basis 
of the review sought in specific cases. Perhaps the courts thereby will 
avoid the needless and thankless task of reviewing or hearing extensive 
evidence of no probative value in the process of determining whether 
agency conduct was lawful. An unnecessary judicial journey of this 
description, which preceded affirmance of the administrative action, took 
place in a recent review of an import matter under Section 801 of the 
Federal Food, Drug, and Cosmetic Act.*? 


Conclusion 


Due to limitations of space, this paper has been confined to discus- 
sion of the zones of administrative activity under the Federal Food, 
Drug, and Cosmetic Act concerning which questions of the effect of 
the Administrative Procedure Act appear most likely to arise. Further 
amplification of some of the points discussed undoubtedly would have 
been desirable. Perhaps a brief reference to matters left untouched, 
which comparatively were considered obvious, should have been made. 
However, a brief discussion of a broad subject inevitably entails con- 
siderable selectivity. 

It was stated at the commencement of this paper that, generally 
speaking, the Administrative Procedure Act will require no radical 
change in the administration of the Federal Food, Drug, and Cosmetic 
Act. The simple reason is that the Federal Food, Drug and Cosmetic 
Act itself is designed to effectuate the fair administrative procedure 
which is sought to be accomplished throughout the Federal government 
by the new law. Unquestionably, points of conflict will arise. These 
will range from questions of real merit to a class of disputes which, to 
adapt the language of the late, erudite Mr. Justice Holmes, will spring 
from a ‘nebulous phantom of the fancy.’ The judicial determination of 
these questions may reasonably be expected to be guided by the public 
interest, which is the underlying philosophy of both laws, as well as by 
the express statutory language. [The End] 


2 Bowman v. Retzlaff et al., 65 F. Supp. 265 (DC Md.). 
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Exemption from the Requirement 
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in the Labeling of Drugs 
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ROM THOSE PROVISIONS of the Food, Drug, and Cosmetic 

Act relating to drugs which are dangerous to health and requiring 

adequate directions for use on drugs, the Food and Drug Admin- 
istration has forged one of its most powerful weapons in its efforts to 
protect the public from improper and unsafe medication. The essential 
implementing instrument is the regulation providing exemptions from 
the requirement of Clause (1) of Section 502(f) that the labeling of 
drugs bear adequate directions for use. The regulation looks nom- 
inally for its authority to the proviso of Section 502(f) which directs 
the Administrator to exempt a drug from the requirement of adequate 
directions for use where such directions are not necessary for the pro- 
tection of the public health. 


‘Section 502: ‘‘A drug or device shall be deemed to be misbranded—(f) Unless its 
labeling bears (1) adequate directions for use; and (2) such adequate warnings against 
use in those pathological conditions or by children where its use may be dangerous to 
health, or against unsafe dosage or methods or duration of administration or applica- 
tion, in such manner and form, as are necessary for the protection of users: Provided, 
That where any requirement of clause (1) of this paragraph, as applied to any drug 
or device, is not necessary for the protection of the public health, the Administrator 
shall promulgate regulations exempting such drug or device from such requirement."’ 

The present regulation under clause (1) was promulgated October 9, 1944, and 
became effective October 10, 1945. 21C. F. R., 1944 Supp., Section 2.106. 
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The regulation constitutes, in effect, the keystone of the system of 
drug labeling now being developed by the Administration. Its validity, 
as will be seen from this discussion, will depend ultimately upon the 
soundness of the Administration's construction of those provisions of 
the Act under which a drug is deemed to be misbranded if it is danger- 
ous to health,’ or if its labeling is false or misleading * or fails to bear 
adequate directions for use. The conditional character of some of the 
types of exemptions allowed by the regulation is not to be ignored in 
assessing their legal propriety. But this consideration will, in the last 
analysis, be overshadowed by the basic question of the meaning of the 
provisions just mentioned. 


The program of the Food and Drug Administration in this field is 
now being outlined and emphasized by enforcement activities. Since 
these activities, and the labeling system which they promote, are of 
interest and potential concern to all segments of the drug industry, it 
seems appropriate to analyze the basic statutory authority from which 
they stem, and the implementing regulations, as a guide to their possible 
impact upon individual members of the industry and their products. The 
questions to be dealt with are primarily those of the Administrative appli- 
cation of the statutory provisions, since it seems safe to assume that, 
basically, the provisions themselves will continue to survive attacks on 
constitutional grounds. 


Exemptions Established by Regulations 


The Administrative approach as exemplified in the exempting regu- 
lation is most striking in its reach and 
scope, in the light of the wording and 
legislative background of the statutory 
provisions. This is not to say that the 
policy adopted is not inherently a salutary 
one. There are, indeed, strong reasons 
to support it which would doubtless find 





2Section 502: A drug or device shall be deemed 
to be misbranded— 

(a) If its labeling is false or misleading in any 
particular. 


* * * 





(j) If it is dangerous to health when used in the 
dosage, or with the frequency or duration prescribed, a 
recommended, or suggested in the labeling thereof. Epwarp B. WILLIAMS 
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a substantial sympathy in the courts in the event of a judicial test. 


The regulations established, in effect, several types of exemptions. 
The rules applicable to these types are not all coordinate in their opera- 
tion and effect except in the sense that the necessity for “adequate direc- 
tions for use”’ is eliminated in each case. 


Exemptions are established for: 


(A) Drugs regarded by qualified experts as unsafe or ineffi- 
cacious for use except under medical supervision; 


(B) Certain Pharmacopoeial and Formulary drugs destined 
to be compounded with other substances in filling pre- 
scriptions or used for manufacturing other drugs; 


(C) Drugs ordinarily used as inactive ingredients of other 
drugs; 

(D) Drugs shipped to hospitals, clinics, or members of the 
medical profession to be dispensed by such members or 
under their direction; 


(E) Drugs shipped to dealers or manufacturers to be used 
in the manufacture of another drug; 


(F) Drugs for common uses, adequate directions for which 
are known by the ordinary individual.* 


Certain conditions are attached to each of these types of exemption 
except to that for drugs ordinarily used as inactive ingredients of other 
drugs (Type C) and that for drugs whose uses are ordinarily known 
(Type F). But, except in the case of drugs regarded as unsafe or ineffi- 
cacious without medical supervision (Type A), the effect of the regula- 
tion is to leave to the shipper the option to take advantage of the 
exemption or to include in the labeling adequate directions for use. 
Drugs subject to Type A, however, must either be marketed in compli- 
ance with the regulation or be exposed to the hazards of enforcement 
operations. 


This result flows from the Administrative interpretation of the 
statutory provisions which have been mentioned. It is the position of 
the Administration that, no matter what directions for use are prescribed 
in the labeling of potent drugs “entitled” to the Type A exemption, such 





® Regulation, Section 2.106 (b), (c), (d), (e), (f), and (g). 
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as the sulfonamides, such drugs would be dangerous to health except 
when used under the supervision of a physician. Such potent prepara- 
tions would therefore be regarded as misbranded under Section 502(j) 
if their labeling contained directions for use. By like reasoning they 
would be held by the Administration to be misbranded under Sec- 
tion 502(f)(1) on the ground that adequate directions for use by laymen 
cannot be written for them. Further, any indications of use on such 
drugs are likely to be attacked as false or misleading within the meaning 
of Section 502(a), on the theory that the indications imply that the drug 
can be effectively employed by the ordinary purchaser for the conditions 
mentioned on the label. 


Similarly, those drugs “entitled” to the exemption which, although 
not inherently dangerous, are believed to be susceptible of efficacious 
use only under medical supervision, would be regarded as misbranded 
if they bore directions for use, on the theory that it is not possible to 
write directions for the layman which are adequate. Such a drug, 
apparently, is the new preparation Rutin, which the Administration 
regards as useful only in the treatment of capillary fragility and effica- 
cious only when used under medical supervision. 


It is thus apparent that drugs “entitled” to the Type A exemption 
have, in practical effect, no other refuge from enforcement action save 
the exemption itself. In the most fundamental respect, therefore, the 
success or failure of the regulation depends upon the question of the 
validity of the administrative construction of the misbranding provisions 
dealing with false or misleading labeling, adequate directions for use, and 
danger to health (Section 502(a), (£), and (j) ). 


In order to comply, drugs affected by the Type A exemption must 
bear the so-called prescription legend ‘Caution: To be dispensed only 
by or on the prescription of a physician” (or “dentist,” or “veterinarian,” 
as the case may be), with the addition in appropriate cases of the clause 
“or otherwise used only for manufacturing purposes.’ No representa- 
tion with respect to conditions of use may appear in the labeling except 
that specified in a prescription for the drug or required by an official 
compendium. But information with regard to the use of the drug by 
physicians must be readily available and may be supplied directly to 
the doctor.‘ 


* Regulation, Section 2.106 (b). 
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The regulations originally promulgated,® which the present ones 
replace, recognized an additional category of drugs as entitled to exemp- 
tion. This category comprised the group of drugs for which directions 
may be, and customarily are, written that are adequate to guide the lay 
user in their administration. So long as such drugs were used by or 
on the prescription of a physician, the elimination of directions, and the 
substitution of the prescription legend then required, resulted in no 
apparent danger to the public. It was presumably of some convenience 
to shippers when the drugs bearing the prescription legend were not to 
be sold over the counter. The exemption, however, came to be widely 
used with respect to many drugs which, although bearing the prescription 
legend. were sold without prescription and with no directions or other 
protection for the purchaser in their use. This led to the elimination 
from the exempt categories established by the present regulation of non- 
dangerous drugs which can be effectively used by the layman with ade- 
quate directions to guide him. 


The effect of the regulation varies widely according to the nature 
of the particular product in question. Drugs such as dinitrophenol, a 
reducing preparation from which cataracts and blindness may result, 
and abortifacient pastes, from the use of which death has occurred, are 
apparently banned entirely from interstate commerce for drug use. 
Under any type of labeling these articles are regarded as dangerous to 
health within the meaning of Section 502(j) of the Act. Nor can ‘‘ade- 
quate”’ directions for use be written for them under Section 502(f)(1). 
Indications on their labeling that they are effective medicaments would 
also be disapproved as false or misleading under Section 502(a). 


It is likely that enforcement action against such drugs could not be 
avoided even by bona fide attempts to comply with the exempting regula- 
tions, since the information which the regulation requires to be made 
available with respect to their use would not, in the government's view, 
be ‘‘adequate."” Whether or not this particular view would be supported 
judicially, it seems apparent that the regulation was not intended to pro- 
vide sanctuary for such preparations. They would seem to fit into the 
prohibition of Section 502(j) against drugs which are dangerous to 
health. Doubtless the regulation would be amended if any such prod- 
ucts were allowed to escape the prohibition under its present terms, but 





521C. F. R., Cum. Supp., Section 2.106. 
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thus far the government's efforts to stop their shipment in interstate 
commerce have been successful. 


There are interesting border-line questions involved in the market- 
ing of certain products of questionable value for the purposes for which 
they are recommended and which the Administration regards as danger- 
ous for lay use without medical supervision. In the case of the emmena- 
gogues, for example, there has been a wide-spread tendency to label the 
drugs with the prescription legend to avoid the impact of the pertinent 
misbranding provisions (Sections 502(a), (f) and (j)), rather than for 
the bona fide purpose of confining them to prescription use. The prob- 
lem of enforcement thus arises primarily at the level of the retail pharma- 
cist who disregards the caution against non-prescription sales, rather 
than with the shipper of the product. In such a situation, the regulation 
itself is not necessarily involved, as will be brought out hereafter. 


One of the problems arising from the marketing of such drugs, 
and others of questionable value which are not inherently dangerous, 
may assume considerable significance for the Administration's program. 
It may be illustrated by reference to the Administration's Trade Corre- 
spondence letter of June 27, 1945, dealing with certain glandular prep- 
arations which, as the letter states, ‘so far as has been established, possess 
no useful therapeutic properties, but for which there is a demand from 
some practitioners.” The letter expresses the view that any efficacy 
which such preparations possess can only be realized under a physician's 
direction and that they are therefore entitled to the exemption from 
adequate directions (unless intended for parenteral use) and concludes: 
“If further scientific evidence demonstrates conclusively that the prod- 
ucts of this class are therapeutically useless, the Administration will have 
no alternative but to regard them as misbranded because, among other 
things, their labelings cannot bear adequate directions for drug use.”’ 


This apparently means that if the Administration concludes that a 
drug is therapeutically useless it will regard it as contraband of com- 
merce regardless of whether some physicians want to employ it in their 
practice. The Administration has not yet found it necessary or expedient 
to push that far, except in the case of such drugs as dinitrophenol and 
the abortifacient pastes, where the violent results of the use of the articles 
seems sufficient to outweigh any counter considerations of infringement 
upon the prerogatives of the medical profession. 
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If it seemed desirable to outlaw a therapeutically useless drug, as 
suggested in the Trade Correspondence letter, it seems likely that the 
step would be taken only when the leaders of the profession had them- 
selves become convinced of its uselessness. Under such circumstances, 
the Administration would be in a more favorable position in the event 
of a contested court action. 

On the other side of the picture, the failure of the Administration 
to take such a position in the case of clearly ineffectual preparations would 
open up the exemption from the requirement of directions for use in a 
manner which is not consonant with its purposes as it is now formulated. 
Since adequate directions could not be written for the type of drug in 
question, it would have to be marketed pursuant to the exempting regu- 
lations or not at all. But, if a useless drug may receive the protection 
of the exemption, the question of whether it is reasonable to exclude 
useful, non-dangerous preparations, as the present regulation does, would 
immediately arise.® 


The Conditional Character of the Regulation 


The conditional character of the regulation will doubtless give rise 
to questions of the statutory authority to promulgate it. There is, how- 
ever, judicial support under another provision of the Act authorizing 
exemptions from its labeling and packaging requirements, for the imposi- 
tion of conditions upon exemptions granted by administrative regula- 
tions. Arner Company v. U. S., 142 F. 2d 730 (CCA-1; 1944); cer- 
tiorari denied, 323 U. S. 730. 

The provision involved in the Arner case * directs the Administrator 
to promulgate regulations exempting from any labeling or packaging 
requirement drugs and devices which are, in accordance with the prac- 
tice of the trade, to be processed, labeled, or repacked in substantial 
quantities at establishments other than those at which they originated, 
“on condition that such drugs and devices are not adulterated or mis- 
branded under the provisions of this Act upon removal from such 
processing, labeling or repacking establishment.” The regulation re- 
quired, as a condition of exemption, that the drugs be shipped under a 
written agreement between the shipper and the repacking establishment 

*A 14-point ‘‘yardstick"’ for the classification of drugs for labeling purposes was 
published by FDC Reports on June 16, 1945. It is believed to be a substantially accurate 


reflection of the Administrative policy. 
™ Section 503 (a) of the Act. 
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containing such specifications for repacking and labeling “as will insure, 
if such specifications are followed, that such drug or device will not be 
adulterated or misbranded within the meaning of the Act upon comple- 
tion of such processing, labeling, or repacking."" The court held that the 
conditions imposed were authorized by the statute. 


In applying the holding of the Arner case to the regulations under 
Clause (1) of Section 502(f), it should be noted that the provision inter- 
preted by the court specifically required the exemption to be “on condi- 
tion’’ that the drugs be not misbranded when removed from the repacking 
establishment. The agreement was clearly calculated to implement this 
mandate of the statute and would seem, under a reasonable interpreta- 
tion, to be authorized by it. 


There is no clear parallel, however, in the proviso to Sec- 
tion 502(f)(1), under which the regulations exempting from directions 
for use were promulgated, since that clause contains no express provi- 
sion for conditions upon the exemption. If, therefore, the conditions 
established by these regulations are valid it must be by reason of their 
inherent appropriateness in the light of the statutory purpose to exempt 
where directions are not necessary to protect the public health. Insofar 
as the voluntary exemptions are concerned (Types B through PF), it 
would seem that a good case could be made for bringing the regulation 
within the rule of the Arner case. 

Somewhat different considerations are involved in the case of the 
Type A exemption for drugs which must be used under medical super- 
vision. They result from the administrative interpretation of the ap- 
plicable statutory provisions. It was possible for Arner to comply with 
the labeling and packaging provisions of the statute as an alternative 
to availing himself of the exemption. In the present situation, however, 
as we have seen, the administrative interpretation would bar from inter- 
state commerce those drugs regarded as dangerous and ineffectual for use 
except by or on prescription of a doctor. Shippers and distributors of such 
drugs would, therefore, have no place to turn except to the exemption. 
For that reason, even if the administrative interpretation of the applicable 
misbranding provisions (Section 502(a), (f£), and (j) ) were held to be 
sound, a careful weighing by the courts of the reasonableness of the 
conditions imposed by the exempting regulations may be expected. 

It seems beyond dispute that Congress had no intention of barring 
useful drugs from interstate commerce—nor would the Food and Drug 
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Administration desire such a result. An attempt by Congress to bar 
from commerce entirely such drugs which can safely be used under 
medical supervision would presumably be subject to constitutional objec- 
tion as arbitrary and capricious. In that view, interestingly enough, the 
exempting regulations tend to buttress the constitutionality of the mis- 
branding provisions in question, if the Administrative interpretation is 
sound that under them certain essential drugs would be misbranded if 
dispensed without a prescription. Whether the interpretation is proper 
will be considered in connection with the following discussion of the 
legislative history of those provisions. 


Legislative History 


The legislative history of the statutory provisions, primarily Sec- 
tions 502(f) and (j), dealing, respectively, with adequate directions 
for use and danger to health, may appropriately be examined as an indica- 
tion of the scope which Congress intended for them. The dependence of 
the regulations upon the administrative interpretation of these provisions 
has already been emphasized. In connection with Section 502(f), it was 
stated in the House Report on Senate 5, which became law with certain 
amendments not here pertinent, that: 


“The bill is not intended to restrict in any way the availability of drugs for self- 
medication. On the contrary, it is intended to make self-medication safer and more 
effective. For this purpose provisions are included . . . requiring that labels bear 
adequate directions for use and warnings against probable misuse . . .”* 


With particular reference to the provision for exemption from “‘com- 
plete and adequate” directions for use which would have been required 
by Section 402(g) of an earlier version of Senate 5, as amended in the 
Senate in the Seventy-fourth Congress, the substitute report of the Senate 
Committee on Commerce stated: 


“Paragraph (g) requires that the labeling of drugs and devices bear complete and 
adequate directions for use. Such information is usually necessary to their proper 
administration or use, but where it is not necessary exemption from any requirement 
of this paragraph is provided through the operation of the Public Health Committee.” ’ 


The discussions at the hearings and on the floors of Congress seem 
to indicate that the reference was to information necessary to the layman 


* House of Representatives Report No. 2139, Seventy-fifth Congress, third session 
(1938), 8. 

®*Senate Report No. 646, Seventy-fourth Congress, first session (1935), 8. To the 
same effect, see the Senate Committee Report on the corresponding provision (Section 
8 (e)) of Senate 2000, a predecessor bill. Senate Report No. 493, Seventy-third Con- 
gress, second session (1934), 14. 
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who is purchasing for self-medication. The emphasis of the proponents 
of the statute was consistently on informative labeling for the consumer 
of both foods and drugs, insofar as the labeling provisions of the Act 
were concerned. 


Mr. W. G. Campbell, then Commissioner of Food and Drugs, stated 
at the Senate hearings on Senate 1944, the first bill introduced in an 
effort to strengthen the Food and Drugs Act of 1906, that paragraph 
(d) of Section 8, requiring “complete and explicit’’ directions for use, 
was “merely” to require that directions for use be stated on drug labels.’® 
He also said, with respect to Section 9(a) of Senate 2800, the successor 
bill to Senate 1944, which dealt with false advertising, that: 


“And let me stop just at this point to comment upon the criticism so extensively 
voiced by the patent-medicine interests that the purpose of this bill is to stop self- 
medication. This paragraph (a) of Section 9 would certainly be unnecessary if it were 
not contemplated that self-medication will continue in the future as it has in the past. 
Physicians do not need such information; nor would they need but little of the informa- 
tion required by the succeeding paragraphs of this section. All of the provisions dealing 
with drugs, aside from those recognized in the official compendia, are directed toward 
safeguarding the consumer who is attempting to administer to himself. If this measure 
passes, self-medication will become infinitely more safe than it ever has been in the 
past.’ (Emphasis supplied.) ™ 


No statement has been found which would seem to justify an 
assumption in the minds of members of the committees which handled 
the bills, that therapeutically useful drugs, although potent or dangerous, 
were to be banned except when shipped for use under medical super- 
vision. It was indicated by Mr. Campbell that a purpose of the authority 
to exempt from the requirement of adequate directions was to eliminate 
the necessity of directions on products to be used for compounding 
prescriptions— which is actually one of its applications under the present 
regulation—but he did not forecast any such extensive rules as those 
affecting drugs which the Administration regards as unsafe or ineffica- 
cious for use except under medical supervision.’” 


” Hearings before a subcommittee of the Senate Committee on Commerce on Senate 
1944, Seventy-third Congress, second session (1933), 46. 

“ Hearings before the Senate Committee on Commerce on Senate 2800, Seventy- 
third Congress, second session (1934), 590. In presenting the bill, as reported, its sponsor, 
Senator Copeland of New York, said: ‘There is no more common or mistaken criticism 
of this bill than that it denies the right of self-medication, or, as the objector usually 
put it, ‘you can’t take an aspirin tablet without a doctor’s prescription.’ Nothing could 
be further from the truth.’’ 78 Congressional Record, Part 5 (1934), 4572. 


% Hearings before a subcommittee of the House Committee on Interstate and For- 
eign Commerce on Senate 5, Seventy-fourth Congress, first session (1935), 750. 
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It might well be argued that Clause (2) of Section 502(f), requiring 
warnings against possible misuse, was itself regarded as sufficient pro- 
tection of consumers against misuse of the class of drugs which must 
bear the prescription legend under the regulation. There are repeated 
statements in committee reports, and by sponsors of the several bills, 
that its purpose was to guard against misuse of ‘‘potent” drugs.’* There 
seems to be no specific indication that additional protection (other than 
“adequate directions”) was contemplated in the case of therapeutically 
useful preparations. 

Indicative also of the legislative intention is the history of the related 
provision under which a drug is misbranded if it is dangerous to health 
when used as suggested in its labeling (Section 502(j)). Senate 5, as 
reported in the Seventy-fourth Congress with the Senate Committee's 
substitute report, provided that a drug would be deemed to be misbranded 
if it were dangerous to health under the conditions of use prescribed in 
its labeling or advertising (Section 402(b)). The report stated, in this 
regard: 


“There are no useful products which would be barred from the market under 
this provision, since labeling with proper directions for use would remove any worth- 
while article from this ban. Under the present law, which contains no provision of this 
character, there have come on the market a number of dangerous drugs from the use 
of which many authenticated cases of death and impairment of health have been 
reported. So long as their labels bore no false or misleading statements, the public 
could not be protected. 

‘. .. It is not intended that this provision should ban the sale of useful drugs of 
this kind when they are appropriately labeled.” (Emphasis supplied.) ™ 


Presumably, if the committee had thought that certain essential 
drugs might be characterized as so unsafe that proper labeling could not 
be devised for them, it would have said so at this point. No reference 
has been found in the history of later versions of Senate 5 which would 
indicate such an understanding. 


One other circumstance should be noted on this point. Some of 
the earlier bills leading to the enactment of the present statute provided 


% See for example, Senate Report No. 493, Seventy-third Congress, second session 
(1934), 6 (Senate 2800); the statement of Mr. W. G. Campbell in Hearings before a 
subcommittee of the Senate Committee on Commerce on Senate 5, Seventy-fourth Con- 
gress, first session (1935), 355; and the letter of the Secretary of Agriculture set forth 
in a minority report on Senate 5, Senate Report No. 2139, Part 2, Seventy-fifth Con- 
gress, third session (1938), 4. 

4 Senate Report No. 646, Seventy-fourth Congress, first session (1935), 7, 8. With 
respect to the corresponding language of an earlier bill, Section 4 (a) of Senate 2800, 
the Senate Report uses essentially the same language. Senate Report No. 493, Seventy- 
third Congress, second session (1934), 6. 
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that advertisements for certain named diseases ‘wherein self-medication 
may be especially dangerous” should be deemed false, except when dis- 
seminated to the medical profession.*® In a statement referring to such a 
provision in Senate 5, as introduced in the Senate of the Seventy-fourth 
Congress, First Session, Senator Copeland noted certain criticism of the 
provision arising from a fear that an individual ‘would no longer be per- 
mitted to buy any favorite preparation and to take it under the direction 
of the label,” and said, ‘““Of course, that was not the intent of the pro- 
posed law.” 


The substance of the provision in question was contained in the bill 
as it passed the Senate. It also appeared in Senate 5 as it passed the 
House of Representatives, but its enforcement was entrusted to the 
Federal Trade Commission which, under the House version, was given 
jurisdiction over false advertising. The bill was never enacted into law 
because of disagreement between the Senate and House on the issue of 
jurisdiction over false advertising, which was later resolved in favor of 
the Federal Trade Commission. The provision did not reappear in 
Senate 5 in the Seventy-fifth Congress, which enacted it, or in the 
Wheeler-Lea amendment to the Federal Trade Commission Act,” 
which represented the final solution of the conflict over the false adver- 
tising provisions originally slated for administration by the Food and 
Drug Administration. The history of this provision is pertinent insofar 
as the failure to enact it may indicate Congressional resistance to 
attempts to restrict self-medication by the Food and Drug laws. 


It is evident from this background that effective argument can be 
made that Congress did not intend, by Sections 502(f) and (j), to per- 
mit the designation of classes of therapeutically useful drugs which could 
not be shipped in interstate commerce with directions for use. Of course, 
clearer expression of Congressional intent and understanding would have 
been elicited had such a proposition been articulated by proponents of the 
legislation. It is quite clear that some preparations cannot be safely or 
effectively used by laymen without medical advice and the law should 
afford adequate protection against indiscriminate distribution of them. 


™ Senate 1944, Seventy-third Congress, first session (Section (c)). Similar provi- 
sions were included in Senate 2000 and Senate 2800, Seventy-fourth Congress, first 
session (Section (c)), and in Senate 5, Seventy-fourth Congress, first session (Section 
601 (b)). 

% 79 Congressional Record, Part i, 150. 

” Act of March 21, 1938, 52 Stat. 111. 
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The question here raised is whether the Congress fell short of providing 
what the government experts regard as adequate protection, by limiting 
the statutory provisions to the prohibitions and requirements relating to 
danger to health, adequate directions for use, and warnings against mis- 
use, which have been considered in these comments. 


Judicial Test of the Regulations 


Since the regulations under the proviso to Section 502(f)(1) are in 
the form of exemptions from statutory requirements, a legal test of their 
validity would present questions not encountered in dealing with other 
types of administrative rules, such as those promulgated after notice and 
hearing pursuant to Section 701(e) of the Act—regulations establishing 
food standards (Section 401), those designating certain drugs as habit- 
forming (Section 502(d) ), and the like. 


As a practical matter, the problem is more analagous to that involved 
in a test of interpretative regulations, such as those concerning the ade- 
quacy of directions for use, which, like the exempting regulations, were 
formulated under Section 502 (f).'* In both cases, the essential question 
before the court is likely to be whether the defendant in a criminal action 
or injunction proceeding or the claimant in a seizure action has failed to 
meet the requirement of adequate directions for use, not whether he has 
conformed to the administrative interpretation reflected in the regulation 
or has brought himself within the rule allowing the exemption. It is, of 
course, conceivable that a claimant or defendant, having failed to con- 
vince the Federal Security Administrator that he had met the conditions 
of the exemption, could prove the contrary to the satisfaction of the court. 
But the more likely case is one where the regulations clearly were not 
followed and the charge is failure to bear adequate directions. 


For example, in the Arner case, above discussed, the evidence 
clearly showed that Arner had failed to bring his product within the 
framework of the exemption by complying with the condition specified 
by the regulation, namely, the establishment of a written agreement. 
It would seem, therefore, that the court might well have found for the 
government on the ground that, since the seized articles did not conform 
to the labeling requirements of the Act, they were misbranded. 


% 21 C. F. R., 1944 Supp., Section 2.106 (a). 
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Instead, however, the court considered the validity of the regula- 
tions from the point of view of their reasonableness. There was no 
showing that Arner had attempted to persuade the Administrator that 
the regulations were unreasonable, and he had not attacked the regula- 
tions directly. It would seem that, even if the court had found the regu- 
lations arbitrary and unauthorized by the statute, it could not itself have 
invaded the Administrator's province by giving judicial sanction to 
Arner’s course of action. Had it done so, it would, in effect, have set 
up a judicial exemption. Arner would, therefore, in any case, be in the 
position of having failed to meet the basic labeling and packaging re- 
quirements of the Act. Thus, it would be arguable that he had simply 
selected the wrong forum for challenging the regulations. 


It follows that it could not be assumed with assurance that the regu- 
lations exempting from the requirement of adequate directions for use 
could be brought directly under judicial scrutiny in an action under the 
statute based upon the charge that a drug shipped in interstate com- 
merce, and bearing no directions for use, was misbranded in that it failed 
to bear such directions. 


But a number of possible situations can be envisaged in such a pro- 
ceeding. In the case of a dangerous drug which bears directions for use, 
a judicial decision that the directions are adequate would, of course, 
undermine the basic purpose of the exempting regulation, at least as to 
that particular preparation. Shippers of such drugs would then have 
the choice of availing themselves of the exemption or of affixing ade- 
quate directions, as they do with respect to drugs distributed under the 
voluntary types of exemption. Similarly, if a drug bearing the prescrip- 
tion legend or some variation of it, as well as directions for use, were 
found by the court to bear adequate directions by reason of such a com- 
bination, the regulation would,-in practical result, be of no effect with 
respect to such a drug.’® 


Where, however, the drug bears no directions, the claimant or de- 
fendant cannot be certain that any consideration could be obtained of 
the regulation itself, except to the extent that there is a basis for con- 


” Such a view would probably be inconsistent with the statement of the District 
Court in the Sullivan case (discussed infra) that ‘‘The ‘prescription legend’ is not a 
substitute for adequate directions for use."’ Nevertheless, it might conceivably be 
adopted by the courts as an alternative to the policy of the Food and Drug Administra- 
tion, if it could be shown that, in practice, the public was adequately protected by 
such labeling in the case of the particular drug involved. 
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tending that the product against which enforcement action is being 
taken meets the requirements of the regulation. 


There are certainly means of obtaining direct judicial evaluation 
of the reasonableness of the regulation. It might, for example, be pos- 
sible to test it by appealing from a denial of a petition to the Adminis- 
trator for revision, obtaining a trial de novo of its reasonableness as 
applied to particular marketing practices thought to afford adequate pro- 
tection to the public without full directions for use, and enjoining the 
Administrator to take appropriate cognizance of such practices in his 
exempting regulations.” 


The case of U. S. v. Sullivan [CCH Food Drug Cosmetic Law 
Reports § 7014], 67 F. Supp. 192 (DC Ga.; 1946), now pending on 
appeal in the United States Circuit Court of Appeals for the Fifth 
Circuit, is of considerable interest in this connection. The case did not, 
however, provide a test of the exempting regulations in the District 
Court. A decision on some of the questions which have been discussed 
in this paper would doubtless be welcome both to government and in- 
dustry. 


In the Sullivan case the government filed an information charging 
that Sullivan, a retail pharmacist in Columbus, Georgia, had violated 
Section 301(k) of the Act* by committing acts with respect to an 
article of drug, sulfathiozole tablets, while the article was being held for 
sale after shipment in interstate commerce, which resulted in the article 
being misbranded. 


When shipped to the distributor in Georgia from whom Sullivan 
obtained them, the tablets were contained in a bottle labeled “Caution— 
to be used only by or on the prescription of a physician,” as required by 
the exempting regulations then in effect, and bore the warnings against 
misuse required by Section 502(f)(2). Sullivan made two sales, over 
the counter, of tablets which he had removed from the bottle and placed 


*” The provisions of the Administrative Procedure Act (Public Law 404, Seventy-ninth 
Congress) and the reports of the House and Senate Committees and the debates on 
the bill, suggest the possibility of such a proceeding. 

21 Section 301: The following acts and the causing thereof are hereby prohibited: 

. (k) The alteration, mutilation, destruction, obliteration or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect to, a food, 
drug, device, or cosmetic, if such act is done while such article is held for sale after 
shipment in interstate commerce and results in such article being misbranded. 
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in boxes bearing only the name of the drug. The acts of removing, re- 
packing, and disposing were alleged to have caused the misbranding 
and violation of Section 301 (k), since the tablets, when sold by Sullivan, 
did not bear adequate directions for use as required by Clause (1) of 
Section 502 or adequate warnings as required by Clause (2) of that 
Section. 


In a motion to dismiss, the defendant attacked the constitutionality 
of Section 301(k) and urged that it was inapplicable to the acts alleged 
to have caused the tablets to be misbranded. The court denied the 
motion, after hearing, and found Sullivan guilty upon trial. 


Since Sullivan's alleged acts with respect to the tablets involved an 
elimination of the warning statement required by Clause (2) of Section 
502, it would seem clear that, if committed, they resulted in a misbrand- 
ing, once it is conceded that such warnings were, in the language of the 
statute, “necessary for the protection of users.” 


The allegation that, when disposed of, the tablets failed to bear 
adequate directions, is necessarily predicated upon the theory that the 
acts of Sullivan caused an expiration of the exemption which had 
attached to the tablets when shipped.** Sullivan then, might have de- 
fended upon the additional ground that the exempting regulations are 
not authorized by the statute; that, therefore, the tablets were mis- 
branded under Clause (1) of Section 502 because they failed to bear 
adequate directions when shipped; and that consequently his Acts did 
not cause the misbranding under Clause (1) within the meaning of 
Section 301(k). Since, however, the court presumably would have 
found him guilty by reason of elimination of the warning statement 
alone, it might well have found it unnecessary to decide this point. 


The point as to whether the pharmacist caused the misbranding 
would have been squarely presented, however, if he had affixed the 
warnings and attempted to write directions for use (which, in the view 
of the Administration is not possible for such a drug) or had simply left 
off the prescription legend and added no further labeling other than the 


2 Section 2.106(j) of the regulation contemplates the expiration of the exemption 
when its conditions are violated, and provides: ‘“‘The causing of an exemption so to 
expire shall be considered to be an act which results in such drug or device being 
misbranded ...’’ 21C. F. R., 1944 Supp., Section 2.106()). 
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name of the drug. This point will perhaps be reached in a future liti- 
gation.** 
Conclusion 


These comments have sketched the operation and effect of the 
exempting regulations and the statutory provisions upon which they 
depend for support, the legislative history of these provisions, and some 
problems which occur in a consideration of a judicial test of their 
validity. 


Insofar as the voluntary types of conditional exemption are con- 
cerned, the principal problem seems to be one of the reasonableness of 
the conditions imposed by the regulations. The solution on this score 
would vary with the particular drug involved and the method of its 


= The effect in such a situation of Section 301(c), prohibiting the receipt of a 
misbranded drug in interstate commerce and its delivery for pay or otherwise, and of 
Section 303(c), protecting against penalties for violation of Section 301(c) where the 
delivery was made in good faith, would have to be considered in this connection. 


Since this paper was submitted for publication, the decision of the District Court 
in the Sullivan case has been reversed by the U. S. Circuit Court of Appeals for the 
Fifth Circuit. Sullivan v. U. 8. [CCH Food Drug Cosmetic Law Reports {§ 7050], decided 
May 12, 1947 (No. 17774), by Sibley, Circuit Judge. The court held, in effect, that the 
acts of Sullivan which were alleged to have caused the misbranding of the sulfathiozole, 
would be cognizable under Section 301(k) only if Sullivan himself had imported the 
drug into Georgia. The government had contended that the act of removing the drug 
from the bottle in which it was shipped and the act of placing it into a box bearing 
only the name of the drug, were comprehended in the words ‘‘any other act’’ appearing 
in Section 301(k). (See footnote 2.) The court said: 


. we do not find the proposed application of the ejusdem generis words 
‘any other act’ plain enough to make criminals of retail grocers and druggists 
who did not import but who break and sell interstate from the imported 
packages without mutilating the labeling. We thus find it unnecessary to 
determine the construction of the federal regulation of interstate sales as here 
contended for, by denying that doubtful construction."’ 


The court felt that the laws of Georgia were adequate to control Sullivan's acts and 
indicated the view that the Federal inspectors should have reported these acts to the 
Georgia inspectors. It thought that the various state laws on the subject would probably 
reduce the needs for Congress to interfere in such a case ‘“‘if it has the power."’ 

The court did not doubt that ‘“‘tHe United States can prohibit the destruction of 
the label under which interstate commerce occurred, by any one at any time, in order 
to preserve the evidence of what was done during the interstate movement... .’’ Thus, 
in the court's view, had Sullivan mutilated the label of the original container his act 
would have been reached by Section 301(k), which specifically stamps mutilation as a 
misbranding. It is not clear just what effect the court believed was to be attributed 
to the words ‘‘any other act,’’ which as a matter of language would seem sufficiently 
inclusive to reach the removing and repacking of the tablets. 

It is evident that, if this decision stands, an indispensable factor in the Adminis- 
tration’s policy of restricting certain drugs to prescription use, namely, enforceability 
at the level of the retail pharmacist, will be largely nullified. From a practical stand- 
point, it would seem to be no less repugnant to the purposes of the government to 
permit a change of labeling by removal of the contents of the container of a drug, 
than it would be to permit the elimination of the labeling by mutilation. 

Presumably every effort will be made to obtain a review by the Supreme Court 
of this significant decision. 
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marketing. In this connection the addition of new exempt categories 
may, from time to time, have to be considered. 


The non-conditional exemptions seem to present little difficulty. 
It is in the field of the potent drugs, and others whose use requires 
technical or professional skill, that the principal questions arise. The 
Food and Drug Administration starts from the premise, which seems 
difficult to dispute, that such drugs should not be made available to lay- 
men for self-medication. Assuming the basic desirability of such a pol- 
icy, these comments have attempted to evaluate its soundness from a 
legal point of view. 


Whether, from the standpoint of statutory construction, the au- 
thority exists to implement the Administration's policy under the present 
law is at least questionable. The legislative history set forth raises 
doubts on this point. But it must be borne in mind that, in a field of 
public interest such as this, the courts are loathe to disturb rules and 
policies of government agencies based upon expert knowledge and ex- 
perience, especially where, as here, the alternative other than additional 
legislation is not readily apparent. We may, therefore, look forward 
with considerable interest to the development of the Administration's 
enforcement activities under the provisions relied upon to support its 
policy, and to the resulting judicial interpretations of these provisions 
and the exempting regulations. 


[The End] 





NeW REGULATIONS 


The regulations for the certification of batches 
of drugs composed wholly or partly of insulin 
and for the certification of penicillin- or strepto- 
mycin-containing drugs have been completely 
revised (12 F.R. 2226, 2231), and amendments 
to the regulations for the inspection of canned 
oysters and canned shrimp have been promul- 


gated (12 F.R. 3318). 
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Conquering Counterfeiters 


Lewis G. BERNSTEIN 


Attorney for Coty, Inc. 


to many owners of nationally known trade-marks. They prac- 

tice their infringements in many fields including foods, drugs and 
cosmetics. In a fashionable restaurant one may see a trade-mark on a 
bottle of sauce which, if tested, will show its content to be spurious. A 
physician gives his patient a prescription which calls for drugs by their 
well known trade-marks. Too often the patient receives substituted 
drugs. One may ask for his favorite brand of liquor and a bartender 
will mix a drink from a bottle bearing the trade-mark one prefers—but 


the content is something else. 


(te many owners of have long been the cause of deep concern 


The counterfeiting of hair tonics bearing nationally known trade- 
marks had reached such great proportions in barber shops some ten or 
twelve years ago that it appeared that these valuable trade-marks and 
their good-will would ultimately be lost in that market. The manner 
of accomplishing the solution to this problem not only provides an inter- 
esting story but affords a modus operandi for successfully combating 
similar situations in other fields. 


Effect of Prohibition 


Although a certain amount of substitution of hair tonics in barber 
shops had long prevailed, until the advent of Prohibition, it had been 
confined to penny-pinching barbers. Prohibition made the bootlegging 
of alcohol a major industry. Bootleggers soon discovered that barber 
supply dealers had alcohol permits, secured from the Federal govern- 
ment for the purpose of manufacturing hair tonics. Although most of 


Conquering Counterfeiters Page 173 





the hair tonic sales volume in the barber 
field was in the well known trade-marked 
products, every barber supply dealer had 
similar products of his own which he fea- 
tured. These products were sold very 
cheaply and the dealer's profit per gallon 
was figured in pennies. The bootleggers 
came along and showed the barber supply 
dealers how to make dollars instead of pen- 
nies out of their alcohol. The number of 
these permits multiplied. A large percent- 
age of the alcohol so obtained was diverted 
to bootleggers, but, to cover up such illegal 
activities, the amount of spurious hair tonic 
increased. After Prohibition, the sale of diverted alcohol still persisted, 
as it does today, and it carried on into the hair tonic field. 


Lewis G. BERNSTEIN 


Well Known Brands Counterfeited 


Such well known brands as Fitch, Herpicide, Jeris, Krem], Pinaud, 
Vitalis, Wildroot, to mention some of them, were the victims. Bottles 


bearing these names were filled and refilled with the counterfeit product. 
The substituted product, for the most part, consisted simply of liquid 
similar in color to the genuine, thus further breaking down the goodwill 
attached to these famous brands. It was understood between barbers 
and barber supply dealers that an order for a dozen bottles of Wildroot 
meant a substitute unless the barber specifically demanded the genuine. 
Not many barbers made that specific demand. 


Problem of Obtaining Evidence 


When manufacturers and their lawyers discussed this problem, it 
was found that the main difficulty was that it was impossible to obtain 
physical possession of the evidence upon which to predicate any legal 
action. No barber was going to permit anyone to obtain possession of 
a bottle bearing the trade-mark Vitalis, if it contained a spurious liquid. 
It was because of the difficulty in securing such evidence that one of 
the manufacturers boldly decided to take drastic action. This manu- 
facturer had discussed the problem many times with lawyers and with 
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investigators. The manufacturer learned that a private citizen could 
arrest anyone who was caught in the act of committing a misdemeanor 
ora felony. The handling of a counterfeit trade-marked product was a 
misdemeanor under the law of the State of New York, as expressed in 
Section 2354 of the Penal Law. Therefore, if a barber could be ob- 
served making use of a trade-mark which violated the provisions of that 
statute, he could be arrested and the counterfeit product seized and a 
good case made! Such, at least, was the reasoning of zealous investi- 
gators. 


Two investigators thereupon entered a barber shop where it was 
strongly suspected that the hair tonics were counterfeit. The investi- 
gators were well trained. They were able to determine from the odor 
of the product and the soiled appearance of a bottle if the content was 
spurious. One of the investigators asked for a haircut and then an 
application of Kreml hair tonic. The barber repeated that it was Kreml, 
and the bottle bore the trade-mark. The investigator was positive that 
the product was not genuine. So a misdemeanor had been committed 
in his presence. He had the right to make an arrest. He did! A police- 
man who had been waiting outside came into the shop. The bottle of 
alleged Kreml] was seized; the barber taken before a magistrate and held 
in bail. Later, after a hearing, he was held for Special Sessions Court 
and still later, convicted and sentenced to pay a fine of $200.00. The 
case was widely publicized. Other manufacturers resorted to the same 
remedy. A few successes. Then, in rapid succession, three acquittals. 
You guessed it! Three false arrest suits followed, each for a mere 


$50,000. 


It was obvious to these trade-mark owners that, no matter how care- 
fully a criminal case was prepared, there was always the danger of an 
acquittal for one reason or another, and this method had to be aban- 


doned. 
Association for the Protection of Trade-Mark Rights 


These criminal cases, however, had served one great purpose—they 
brought the manufacturers together. They were now more determined 
than ever to wipe out the counterfeiting of their products. They formed 
a membership corporation under the laws of the State of New York. 
They gave it a good name, namely, “The Association For The Pro- 
tection of Trade-Mark Rights, Inc." The association hired ten capable 
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young investigators. The cost of the operation was underwritten by 
the leading hair tonic manufacturers, and the planning and execution of 
the campaign was the work of a zealous voluntary committee. 


The first step taken was a bold one. Armed with credentials from 
the Association, the investigators went into the barber shops, disclosed 
their identities, and requested the right to examine the bottles bearing 
the trade-marks of the members of the Association. The right to make 
this examination was granted in more than 99 per cent of the cases. 


What did these investigators find? In the first thousand repre- 
sentative barber shops in metropolitan New York, nine hundred and ten 
had one or more counterfeits in their shops. One famous brand was 
counterfeited 85 per cent of the time! Nine hundred and ten shops out 
of one thousand were dealing in counterfeit hair tonics. Incredible! 


By this time, the manufacturers had placed nonfunctional chemical 
indicators in their products. A mere drop of acid placed in a test tube 
containing counterfeit hair tonic caused an instantaneous change in color. 
The demonstration was dramatic and convincing. In practically every 
case where the test proved the product to be counterfeit, the barber 
acknowledged his guilt and offered to pour the merchandise down the 
drain. A lot of imitation hair tonic went down those drains. 


False Arrests Prove To Be Blessings in Disguise 


But to get back to those false arrest cases. They were to prove a 
blessing in disguise. The members had committed themselves to the 
proposition that there would be no settlement or any payment of money 
in any of these cases unless it was required by acourt. It was reasoned 
that these three barbers, having successfully defeated the criminal cases, 
would continue in their old habits. The same problem of acquiring the 
evidence still stood in our way. This is what was done. 


How Evidence Was Secured 


One investigator was assigned to each of these three barber shops. 
He was to go there once a day for a shave and each time was to receive 
an application of hair tonic. At the end of a week, having become quite 
friendly with the owner of the shop, he appeared in this barber shop 
with a travelling bag. He received his shave and the customary hair 
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tonic application. He told the barber he was going on a trip and 
wanted to buy his favorite hair tonic. He was able to buy it~and so 
for the first time we came into possession of the precious evidence with- 
out resorting to any drastic action. The investigator had the bottle in 
his possession; he had paid for it; and, as soon as he had left the shop, 
he was joined by a fellow investigator. When enough evidence had 
been secured, properly identified, and carefully analyzed by a reputable 
chemist, a summons was secured from a magistrate and served on the 
barber. No arrest—just a summons for violating a penal statute. The 
three barbers, thus confronted, were very happy indeed to release the 
manufacturers from any liability arising from the previous acquittals; 
and, with the consent of the judges in the criminal courts, we were 
permitted to reduce our cases to civil suits and secure permanent injunc- 
tions. The problem of securing the evidence had been solved—investi- 
gators got haircuts, shaves, tonic applications, and we acquired the 
evidence and started suits for injunctions and damages, and we won our 
cases. We publicized them and wrote letters to the barbers. The trade 
papers and even the daily press carried our story. The press called it 
a fifteen million dollar racket. 


Further Steps To Halt Refilling 


And what happened? We found we were stopping only those 
shops which we actually prosecuted. It appeared that no barber was 
going to stop his counterfeiting unless he was personally forced to do so. 
So we took additional steps. When an investigator inspected the tonics 
in a barber shop and found that the bottles bearing the trade-mark 
Wildroot contained a spurious product, the investigator notified general 
counsel for the Association. The barber was served with a summons 
and complaint. The owner of the shop, alone or accompanied by coun- 
sel, conferred with counsel for the Association, who represented The 
Wildroot Company. 

What did the plaintiff want? We wanted the refilling stopped— 


we wanted an injunction. We got dozens of injunctions—scores of 
them. Soon the total of such injunctions numbered some eight hundred. 


On other occasions, when an investigator discovered counterfeit 
products in a barber shop, the owner of this shop received a registered 
letter from the Association headquarters requesting him to visit the offices 
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of the Association. He paid that visit. When confronted with the in- 
vestigator’s report, he was asked what he was going to do about this 
trade-mark infringement, this unfair competition. He agreed to stop. 
He put his agreement in writing. The Association secured many hun- 
dreds of such written agreements. 


Appeal to District Attorney 


We were still not satisfied. Many barbers continued to refill trade- 
marked bottles. The Association took this problem to the District 
Attorney. He was sympathetic and cooperative. He was given a list. 
on the first visit, of twenty barbers who had bottles in their shops bearing 
the famous trade-mark Vitalis which was not Vitalis, and Fitch which 
was not Fitch, and Wildroot which was not Wildroot. The District 
Attorney sent a subpoena to each of these twenty barbers, requesting 
that they appear in his office. They all appeared. The District Attorney 
shook his finger at them. He read excerpts from that excellent statute, 
Section 2354 of the Penal Law. “Do it again,” said the District Attor- 
ney, and you will not receive a mere request subpoena.” So they didn't 
do it again. Many hundreds of barbers were thus hailed before the 
District Attorney in various counties. 


License Commissioner Joins Fight 


Even the License Commissioner joined in our fight. He too invited 
these wrongdoers to his office. “If you want your license suspended, 
let me catch you again,’ said the Commissioner. The barbers did not 
want their licenses suspended. In one important community the chief 
of the county detectives performed similarly. 


Counterfeiting Suppliers Deprived of Market 


Yes, we went after the source of supply—the barber supply dealer 
—the party who made the counterfeit and sold it to the barbers. We 
found that when one was prevented by a legal process from continuing 
his counterfeiting activities, another supplier appeared to take his place. 
Better than prosecuting the suppliers, we deprived them of their market, 
of their source of revenue. 
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Counterfeiting Reduced 


Today, and even before the start of the war, the counterfeiting 
which at one time had reached the staggering total of 91 per cent had 
been reduced to less than 2 per cent. The Association had extended 
its activities from New York, where most of the action set forth in this 
article took place, to other states with excellent results. 


The members of the Association who owned such valuable trade- 
marks learned that there is not much goodwill to be lost in fighting 
dealers who handle counterfeits. They learned further that even 
offenders and defendants bore no grudge against manufacturers and 
investigators. When you fight to protect your trade-mark, you have 
everything to gain and nothing to lose. 


Ask the makers of the once-counterfeited hair tonics. 


[The End] 





IMPORT REQUIREMENTS PAMPHLET 


The Food and Drug Administration has just 
issued a pamphlet explaining United States re- 
quirements for the admission of food, drugs, and 
cosmetics into this country. The new publica- 
tion, entitled “Import Requirements of the 
United States Food, Drug and Cosmetic Act” 
explains the Act and regulations in simple terms. 
It discusses sanitation, lists the standards that 
have been promulgated, and gives some of the 
reasons for refusal of entry of certain products 
in the past. Emphasis is placed throughout the 
pamphlet on products most commonly imported 
into the United States, but no attempt has been 
made to cover all products that have been or 
may be offered for entry. From Federal Security 
Agency Release 258, May 22, 1947. 
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LIBEL SUITS 


Against the American Medical Association 


Morris FisHBEIN, M. D. 


sued for libel by two medical colleges that no longer exist. Those 
suits were the opening guns in the defense of inadequate medical 
education, quackery and fraud against which the forces of the American 
Medical Association have been marshalled for more than 50 years. The 
medical colleges which brought those suits have long since disappeared. 


G wed for AFTER 1900, the American Medical Association was 


In 1900 there were 165 medical colleges in the United States, most 
of which were proprietary in character, some of them night schools from 
which a student could graduate with the degree of Doctor of Medicine 
following two years of attendance. There are today 77 Class A medical 
colleges in the United States and only one school that fails to meet the 
minimum standards of the Council on Medical Education and Hospitals. 


The Wine of Cardui Case 


In 1916 the American Medical Association was sued by the Chat- 
tanooga Medicine Company for its exposé of Wine of Cardui, a nos- 
trum for women, which was largely a mixture of alcohol with two plant 
remedies known as viburnum prunifolium and carduus benedictus. No 
longer do these remedies appear in any list of useful drugs. The manu- 
facturers of Wine of Cardui claimed that it could lift up the fallen 
organs of aging women by tightening their ligaments, and the American 
Medical Association answered by saying that one could no more tighten 
ligaments in the human body by taking a mixture of alcohol and herbs 
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internally than one could restore the elasticity to a pair of worn out 
garters by soaking them in whisky. 


In that suit Federal Judge George A. Carpenter defined libel as “a 
malicious defamation expressed in writing or by signs or pictures or by 
epitaphs tending to impeach the honesty, integrity, virtue or reputation 
of a person and thereby expose him to public hatred, contempt, ridicule 
or obloquy and cause him to be shunned or avoided or to injure him in 
business or reputation.” 


In the Wine of Cardui case the American Medical Association was 
compelled to pay one cent damages but obviously that was no measure 
of the damage actually suffered by the company that marketed the 
nostrum. In its instructions to the jury in that case, the court pointed 
out that the American Medical Association in writing its articles was 
treating a matter of great public concern. In the discussion of a public 
matter, if any person publishes of another a fair and reasonable com- 
ment on his conduct of business and the publisher is not actuated by 
any element of actual malice, then that publication is privileged and 
there may be no recovery whatever because of that publication. In its 
attacks on evil in the field of medicine, the Association has never been 
activated by malice. It has coldly dissected the individuals and the 
businesses that have sought to exploit the American people for per- 
sonal gain. 

Numerous Suits Against the Association 


The suits brought against the Association have totaled over 
$30,000,000. The Association has never lost a suit or compromised 
one, and the award of one cent damages to 
the Chattanooga Medicine Company is the 
only decision rendered against the Associa- 
tion in such cases. Among those who have 
sued the American Medical Association for 
libel was a notorious plastic surgeon who 
never graduated from a reputable medical 
school, who has been arrested repeatedly in 
many states and who has been often fined 





Editor, Journal of American 
Medical Association and Hygeia, 
Morris Fisusein, M. D. the Health Magazine 
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and sentenced to prison for his misdeeds. At the acme of his career he 
did a bogus operation on the bowed legs of a girl. The X-ray pictures 
showed that the condition had not even been slightly benefited, that the 
operation was incompetent and without warrant. Eventually the girl 
suffered amputation of both legs above the knee as a result of his surgery. 
The cancer quacks who have sued or threatened suit are many. Only 
one such case ever came to trial. The individual concerned served four 
years in the penitentiary in Arkansas. Most widely publicized of all the 
suits was that of a man who claimed to rejuvenate the aged by the 
transplantation of sex glands.‘ Eventually he lost his suit at Del Rio, 
Texas, and he died shortly thereafter of endocarditis and the amputation 
of a leg without many of the assets that he had accumulated in a long 
career of charlatanism. Yet this man testified on the witness stand that 
his personal income in 1937 was almost $1,500,000. 


The services rendered by the American Medical Association in 
its battles against quackery have been widely recognized as one of its 
most important services in behalf of the people of the United States. 
Its exposures have served as a check on quackery and charlatanism 
which might well have been rampant if the charlatans had been per- 
mitted to function without the fear of such publications. 


Whenever a new discovery is made in any field of science, there 


is always some quack ready to adapt that discovery for his personal 
gain. They have exploited the newer knowledge of electronics, of 
glands (as in the case of gland creams), of vitamins (as witnessed by 
innumerable vitamin follies), and they have exploited the fears of the 
people for such conditions as syphilis, tuberculosis and cancer. As the 
atomic age dawns, there are already indications of possible atomic 


quackeries. 


Nevertheless as the century has passed, the government has devel- 
oped controls such as the Food and Drugs Administration, the Federal 
Trade Commission, the fraud orders of the Post Office Department and 
the Federal Communications Commission, which serve to make impos- 
sible in the future such nation-wide blatant charlatanism as has existed 
in the past. The days of the great charlatans may well be said to 
have passed. [The End] 


1 Brinkley v. Fishbein (CCA-5; 1940) 110 Fed. (2d) 62. 
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The Manufacturer's Guaranty 
Under the Federal Food, Drug, and Cosmetic Act 


HAROLD HARPER 


HE PURE FOOD AND DRUG ACT of 1906 introduced a 

novelty in the enforcement of federal criminal law. Immunity 

was granted a dealer who otherwise would have been criminally 
liable for introducing or receiving an adulterated or misbranded food 
or drug in interstate commerce, if he could establish a “guaranty"’ signed 
by the manufacturer or wholesaler from whom he had purchased the 
article that the article was not adulterated or misbranded. If the dealer 
could do that, his vendor took his place in the dock and was subject to 
the pains and penalties the dealer otherwise would have endured.’ 


The “manufacturer's guaranty” in modified form was carried over 
into the Food, Drug, and Cosmetic Act of 1938. The production of 
a “guaranty or undertaking’ again saved the shipper who had un- 
wittingly done the thing forbidden by the statute and who would other- 
wise be punished for it. The acts for which the guaranty availed 
included: (1) introducing misbranded or adulterated goods into com- 
merce; (2) shipping in commerce? without a permit food originating 


* Act, June 30, 1906, C. 3915, 34 Stat. 768, 771: 


‘Sec. 9. That no dealer shall be prosecuted under the provisions of this Act when 
he can establish a guaranty signed by the wholesaler, jobber, manufacturer, or other 
party residing in the United States, from whom he purchases such articles, to the effect 
that the same is not adulterated or misbranded within the meaning of this Act, desig- 
nating it. Said guaranty, to afford protection, shall contain the name and address of 
the party or parties making the sale of such articles to such dealer, and in such case 
said party or parties shall be amenable to the prosecutions, fines, and other penalties 
which would attach, in due course, to the dealer under the provisions of this Act.’’ 


2 Section 404. 
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in a contaminated factory for which an emergency 

permit was required; (3) introducing into com- 

merce * a new drug before the application to do so 
Haroip HARPER has become effective.‘ 

Under the 1906 Act it had been held that 
the guaranty, to be effective, need not be one given at the time of the 
sale with reference to the specific goods sold, but might be continuing 
in form, relating to a contemplated series of future transactions.° 
Similarly, the regulations * now provide that the guaranty may be limited 
to specific shipments or other deliveries, in which case it may be a part 
of or attached to the invoice, or it may be a general or continuing guar- 
anty, in which case it is considered to have been given anew at the date 
when the article is shipped or delivered. Suggested forms both for the 
limited guaranty * and for the general and continuing guaranty * are 


set forth. 





* Section 505. 


*Section 303(c): 
‘‘No person shall be subject to the penalties of subsection (a) of this section, (1) for 


having received in interstate commerce any article and delivered it or proffered delivery 
of it, if such delivery or proffer was made in good faith, unless he refuses to furnish on 
request of an officer or employee duly designated by the Secretary the name and address 
of the person from whom he purchased or received such article and copies of all docu- 
ments, if any there be, pertaining to the delivery of the article to him; or (2) for having 
violated section 301(a) or (d), if he establishes a guaranty or undertaking signed by, 
and containing the name and address of, the person residing in the United States from 
whom he received in good faith the article, to the effect, in case of an alleged violation 
of section 301(a), that such article is not adulterated or misbranded, within the meaning 
of this Act, designating this Act, or to the effect, in case of an alleged violation of section 
301(d), that such article is not an article which may not, under the provisions of section 
404 or 505, be introduced into interstate commerce; or (3) for having violated sec- 
tion 301(a), where the violation exists because the article is adulterated by reason of 
containing a coal-tar color not from a batch certified in accordance with regulations pro- 
mulgated by the Secretary under this Act, if such person establishes a guaranty or under- 
taking signed by, and containing the name and address of, the manufacturer of the coal-tar 
color, to the effect that such color was from a batch certified in accordance with the 
applicable regulations promulgated by the Secretary under this Act.’’ 
* Glaser, Kohn & Co. v. United States, 224 F. 84 (CCA-7; 1915). 
*® Regulations, Section 2.005. 


* Limited Form for use on invoice or bill of sale: 

“(Name of person giving the guaranty or undertaking) hereby guarantees that no 
article listed herein is adulterated or misbranded within the meaning of the Federal 
Food, Drug, and Cosmetic Act, or is an article which may not, under the provisions of 
section 404 or 505 of the Act, be introduced into interstate commerce. 

“(Signature and post-office address of person giving the guaranty or undertaking.)”’ 

8 General and Continuing Form: 

“The article comprising each shipment or other delivery hereafter made by (name 
of person giving the guaranty or undertaking), to, or on the order of (name and post- 
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The guaranty must be signed and, if by two or more persons, must 
state that such persons severally guarantee the article to which it ap- 
plies. The regulations specifically provide: “No representation or 
suggestion that an article is guaranteed under the Act shall be made 
in labeling.” *° The guaranty must be that the article is not adulterated 
or misbranded, etc. The guaranty of money back is not sufficient."' 


The regulations further provide that the guaranty expires when 
the article becomes adulterated, misbranded, or otherwise forbidden 
to commerce.'* The precise effect of this expiration provision is some- 
what unpredictable. No question has arisen under it as yet. 


It is important to note at the outset that the purpose and function 
of the ‘guaranty or undertaking” provided for in the Act is limited to 
immunization from its criminal provisions. It has no relation whatever 
to seizure and forfeiture, nor to the government's remedy by injunction. 
It is believed that it has no effect so far as the civil liabilities to each 
other of the parties to the guaranty are concerned. Certainly no such 
effect is given it by the Act. 


The present article will consider the guaranty in two aspects: 
(1) The measure of protection which it affords from prosecution; 


and 
(2) The criminal liability resting upon the guarantor by reason of 


the guaranty. 


Measure of Protection Afforded by the Guaranty 


It is fundamental that criminal intent is not required to commit the 
offenses to which the guaranty relates, although the unwitting violator 
may be imprisoned for not more than one year or fined as much as a 
thousand dollars,’* or both. The Supreme Court has said:"* 


office address of person to whom the guaranty or undertaking is given) is hereby guaran- 
teed, as of the date of such shipment or delivery, to be, on such date, not adulterated or 
misbranded within the meaning of the Federal Food, Drug, and Cosmetic Act, and not 
an article which may not, under the provisions of section 404 or 505 of the Act, be intro- 
duced into interstate commerce. 

‘(Signature and post-office address of person giving the guaranty or undertaking.)"’ 

® Regulations, Section 2.005(¢). 

” Regulations, Section 2.005(h). 

" Trade Correspondence No. 200, March 15, 1940. 

” Regulations, Section 2.005(c). 

13 Section 303(a). When intent to defraud or mislead exists, the punishment is impris- 
onment for not more than three years, or a fine of not more than $10,000, or both. 
Section 303(b). 

4 United States v. Dotterweich, 320 U. S. 277, 280-1 (1943). 
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“The prosecution to which Dotterweich was subjected is based on a now familiar 
type of legislation whereby penalties serve as effective means of regulation. Such 
legislation dispenses with the conventional requirement for criminal conduct—aware- 
ness of some wrongdoing. In the interest of the larger good it puts the burden of 
acting at hazard upon a person otherwise innocent but standing in responsible relation 
to a public danger. United States v. Balint, 258 U. S. 250. And so it is clear that 
shipments like those now in issue are ‘punished by the statute if the article is mis- 
branded [or adulterated], and that the article may be misbranded [or adulterated] 
without any conscious fraud at all. It was natural enough ‘to throw this risk on 
shippers with regard to the identity of their wares . . .. United States v. Johnson, 
221 U. S. 488, 497-98.” 

The same criminal liability without conscious fraud was imposed 
by the 1906 Act. Then, as now, the necessity of keeping impure and 
adulterated food and drugs out of the channels of commerce seemed 
important enough to impose a criminal responsibility upon those who 
introduced them, irrespective of knowledge or intent. This was unjust 
as to the dealer, who could not in the nature of things make the examina- 
tions or apply the tests necessary to determine the identity or purity 
of the articles he sold or shipped. Accordingly, Section 9 provided for 
the immunizing guaranty as a key by which the dealer loosed himself 
and put the manufacturer in the stocks in his place. The House Com- 
mittee on Interstate and Foreign Commerce reported in part as follows: 


“Protection for Retail Dealers 


* * * 


“As the principal purpose of the bill is to prevent interstate and foreign commerce 
in adulterated or falsely-branded articles of food, drink and medicine, the committee 
has inserted in the bill a provision intended to protect all persons dealing in the 
articles subsequent to the manufacturer or importing agent. 


“Section 8 [re-numbered 9] of the bill provides that no dealer shall be convicted 
when he is able to prove a guaranty of conformity with the provisions of the Act 
signed by the manufacturer or the party from whom he purchased. The section 
requires that the guarantor shall reside within the United States and that the guaranty 
shall contain his full name and address.” ” 

It is apparent that the word “guaranty” is used colloquially. In 
the debate. in the House, attention was called to the fact that it would 
be unjust to impose an absolute liability on a dealer irrespective of his 
knowledge or intent. Senator Heyburn explained '* that the suitation 
had been taken care of by excusing the retailer or person other than the 
manufacturer who could produce a ‘certificate’ from the manufacturer 


as evidence of good faith. 





18 House Report, No. 2118, Fifty-ninth Congress, First session. 
%* Congressional Record, Fifty-ninth Congress, First session, p. 895. 
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It was recognized from the start that the guaranty did not afford 
perfect protection. Isaac would be spared only if the kid could be pro- 
cured and, under the scheme of Section 9, the new victim had to be a 
resident of the United States. This did not help a dealer in imported 
goods. For this reason Senator Spooner argued strongly for the in- 
sertion of the word “knowingly” where the offense consisted only in the 
receipt of goods in commerce, but his suggestion did not find place in the 
Act as passed. Accordingly, if a dealer in imported goods was to be 
protected, it was necessary under the 1906 Act to obtain a guaranty 
from the importer. 


As originally drawn, Section 9 provided “that no dealer shall be 
convicted."” Senator Spooner was successful in having the word “ prose- 
cuted” substituted for the word “convicted,” arguing that a person who 
held a guaranty ought not to be proceeded against at all.'’ This change 
did not necessarily redound to the advantage of the dealer. In Stein- 
hardt Bros. & Co. v. United States,’* a defendant endeavored to halt the 
prosecution by presenting a guaranty obtained eighteen months after 
the case was initiated and four days before the trial. The Court, in 
denying the plea, said (p. 800): 

“If Congress had intended that a dealer could avoid conviction by obtaining a 
guaranty from the manufacturer after his prosecution had begun, it would presumably 
have evidenced that intention by providing ‘no dealer shall be convicted,’ instead of 
providing that ‘no dealer shall be prosecuted.’ ” 

Neither the Committee reports nor the legislative debate throws any 
light upon the guaranty provisions of the 1938 Act. The Committee 
on Interstate and Foreign Commerce of the House simply said: “Ap- 
propriate exemptions are provided for dealers who innocently receive 
and distribute illegal goods.” ** 


It is apparent at once, however, that the field in which the guaranty 
operates as protection under the 1938 Act is much narrower than it was 
under the 1906 Act. In the debate which led to the 1906 Act, the guar- 
anty was thought of as protection for the retailer. Under the 1906 Act, 
a retail dealer who received the article in interstate commerce and de- 
livered it to his customer in the original unbroken package was not 
protected unless he had a guaranty. Under the 1938 Act, on the other 





1 P, 2734. 
#191 F. 798 (CCA-2; 1911). 
” House Report, No. 2139, Seventy-fifth Congress, Third session. 
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hand, the person who merely receives the article in commerce, or delivers 
or proffers delivery of it, is not subject to the penalties of the Act unless 
he refuses to furnish on official request the name and address of the 
person from whom he received the article and copies of all documents 
relating to the delivery of the article to him.*° 


Now, except for the mail order houses, retailers seldom ship goods 
in interstate commerce. In the food and drug industries, particularly, 
their function is largely to receive the goods and to sell them locally. 
Under the 1938 Act, they escape by merely telling from whom they 
got the goods and handing over such papers as they have relating to 
them. No guaranty is necessary.”' 


Wholesalers, on the other hand, frequently do introduce goods into 
interstate commerce. Hence, they cannot obtain the statutory immunity 
by merely giving the manufacturer's name and address. They must 
produce the guaranty. The possession of the guaranty is, therefore, of 
vital importance to wholesalers. 


Except for such items as they manufacture or process themselves, 
the drug wholesalers, for example, are quite at the mercy of the manu- 
facturers as to the integrity of any particular item. Some drug whole- 
sale houses handle as many as 60,000 items. It would be manifestly 
impossible for them to discover, except in rare instances, that some 
foreign substance had crept in or that a drug had fallen below the 
strength indicated on the label. Thus, under the 1938 Act, it is really 
the wholesalers who need the protection of the guaranty provision and 
who ought insist upon obtaining guaranties from the manufacturers 
whose goods they may introduce into commerce. 


It is noteworthy that under the 1938 Act the protection of the guar- 
anty is expressly limited to the shipper who acts “in good faith."’ Proba- 
bly this was implicit in the 1906 Act also. 


The only instance, until now, in which the Supreme Court of the 
United States has had occasion to consider the guaranty provision was 
in United States v. Dotterweich,* which really did not involve a guaranty 
at all. Informations were filed against a corporation doing a wholesale 
drug business and its manager. Three counts went to the jury, two, for 


2” Section 303(c)(1). 
21 So do carriers, who were not within the guaranty provision of the 1906 Act. 


= 320 U. S. 277 (1943). 
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introducing misbranded drugs into interstate commerce, and a third, 
for so shipping an adulterated drug. The corporation had purchased 
the goods from a manufacturer and repacked them for shipment. The 
manager informed against was concededly without knowledge of the 
misbranding or adulteration. The misbranding and adulteration were 
due to the fact that the goods furnished the wholesaler were old. One 
compound contained an ingredient no longer contained in the formula 
of the National Formulary. Another had deteriorated in strength. The 
jury, oddly enough, disagreed as to the corporation, but convicted the 
manager. 


The Circuit Court of Appeals for the Second Circuit * reversed the 
conviction. The appellate court argued that it could not have been 
intended that any person could commit the misdemeanor under Section 
301 (a) except the one to whom the guaranty would run under Section 
303(c). Since, if there had been a manufacturer's guaranty, it would 
have run only to the persons who purchased the drugs (in this case the 
corporation ), only the corporation could commit the offense. If a mere 
clerk had delivered the article for shipment, the Court said, it could 
hardly be contended that he could be convicted while the corporation 
escaped because of its guaranty. 


The Supreme Court, in a five-to-four decision, rejected the argu- 


ment. The historic conception of a misdemeanor makes all those re- 
sponsible for it equally guilty. The 1938 Act ‘was designed to enlarge 
and stiffen the penal net and not to narrow and loosen it." How far 
down the line officers and employees were to be punished was a matter 
which might safely be left to “the good sense of prosecutors, the wise 
guidance of trial judges and the ultimate judgment of juries.” 


In order to reach this conclusion, however, the Court was ap- 
parently obliged to take the position that if the corporation had received 
a guaranty it would have protected the manager as well. It said, through 
Frankfurter, J. (pp. 283-4): 


“If a guaranty immunizes shipments of course it immunizes all involved in the 
shipment. But simply because if there had been a guaranty it would have been received 
by the proprietor, whether corporate or individual, as a safeguard for the enterprise, 
the want of a guaranty does not cut down the scope of responsibility of all who are 
concerned with transactions forbidden by § 301.” 


** United States v. Buffalo Pharmacal Co., Inc., 131 F. (2d) 500 (CCA-2; 1942). 
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The dissent went upon the ground that, before criminal liability 
could be imputed to an officer who had no consciousness of wrongdoing, 
the legislative mandate must be clear and unambiguous, and in this case 
it was not. 


It may be accepted upon the basis of the majority opinion, how- 
ever, that if the proprietor, whether corporate or individual, has a guar- 
anty from the manufacturer, the entire enterprise is immunized, and 
all officers and employees who have no conscious guilt escape liability 
by reason of that guaranty. 

An interesting question is whether, if the person guaranteed resells 
the article and his purchaser introduces the goods into commerce, the 
protection of the guaranty extends to and protects the purchaser. In 
United States v. Crown Rubber Sundries Co., et al.,** the government 
contended that it was only the person purchasing from the guarantor 
who could find protection under the guaranty. District Judge Freed 
said that he agreed with the government's contention, but did not find 
it necessary to decide it in that case, as the shipper had repacked the 
goods under his own label. 


The correctness of the dictum, however, is open to question. Under 
the 1906 Act, the guaranty which protected the dealer was one signed 
by the wholesaler, jobber, manufacturer, or other party residing in the 
United States ‘from whom he purchases such articles." Under the 1938 
Act, the immunizing guaranty is to be by the person residing in the 
United States “from whom he received in good faith the article.” The 
change of language from “purchase’’ to “receive” is unexplained, and 
certainly leaves room for the contention that the receipt need not be 
direct and that any shipper who acts in good faith, with knowledge of an 
existing guaranty, may rely upon it. The suggested forms of guaranty 
in the regulations point in both directions. The form limited to a specific 
article is not addressed to any particular person. On the other hand, 
the general and continuing form does mention the person “to whom the 
guaranty or undertaking is given.’ *° These, however, are only sug- 
gested forms and could hardly be determinative. 


It has been noted that the word “guaranty” is used colloquially in 
the statute. It is not an undertaking of a promissory character. The 





* [CCH Food Drug Cosmetic Law Reports { 7015] 67 F. Supp. 92 (DC N. D. Ohio 
E. D.; 1946). 
% Regulations, Section 2.005(1) (2). 
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document is obviously more accurately described as a “certificate,” 
which is what Senator Heyburn called it when he originally explained 
the idea to the Congress. It has also been judicially called a “‘certifi- 
cate.” ** There seems no good reason why a dealer who is actually 
proceeding in innocence, particularly if he knows of the guaranty, should 
not have the benefit of it, even though there was no privity of contract 
between him and the manufacturer and the guaranty was not addressed 
to him. 


Certain limitations upon the effectiveness of the guaranty as pro- 
tection must be recognized. Where goods are further manufactured 
or processed, it is quite obvious that the guaranty does not furnish pro- 
tection. It has been held that it does not do so where the goods are 
repackaged and relabeled. In United States v. Crown Rubber Sundries 
Co.., et al.,?" the District Court said (p. 93): 


“It is the judgment of this court that no person may rely upon any guaranty unless, 
in introducing the product into interstate commerce, he has acted merely as a conduit 
through which the merchandise reaches the consumer. 


“The protection of the exemption clause of the statute does not include within its 
ambit those who, in any way handle or process the product to which the guaranty 
attaches, if one has been given.” 

District Judge Grubb in Linited States v. Mayfield, et al., held to the 
same effect.** The guaranty does not protect the dealer from prosecution 
under state law unless he passes the goods on in unbroken package.*® 


The possession of the guaranty does not relieve the dealer from 
civil liability under state law. In Bolitho v. Safeway Stores, Inc.,®° a 
food product had been guaranteed by the manufacturer under both 
Federal and state acts. It was held nevertheless by the Supreme Court 
of Montana that the dealer, as a seller of food, was liable on an un- 
conditional warranty of wholesomeness under a Montana statute “which 
simply enacts into statutory form what many courts held to be the rule 


in the absence of statute.” 


It is probably true generally, as in the case cited, that the giving 
of the guaranty does not affect the civil liability of the manufacturer 





% United States v. Charles L. Heinle Specialty Co., 175 F. 299, 301 (E. D. Pa.; 1910). 


(CCH Food Drug Cosmetic Law Reports { 7015] 67 F. Supp. 92 (DC, N. D. Ohio, 
E. D.; 1946). See also United States v. Mayfield, 177 F. 765 (N. D. Ala.; 1910). 


8177 F. 765 (N. D. Ala.; 1910). 
*% City of St. Louis v. Wortman, 213 Mo. 131, 112 S. W. 520 (1908). 
*® 109 Mont. 213, 95 Pac. (2d) 443 (1939). 
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to the wholesaler or to the retailer. Under these circumstances, the 
manufacturer who refuses a guaranty assumes a dog-in-the-manger 
position. He gains nothing for himself by withholding it. But, by so 
withholding it, he deprives the dealer, particularly the wholesaler, of 
protection which the latter needs. 


Criminal Liability of a Guarantor 


Read strictly, the guaranty contemplated by the 1906 Act was the 
guaranty of the integrity of a particular article when purchased from 
the guarantor. The question arose whether that Act was satisfied by an 
assurance to a given dealer that all of the products sold him would be 
neither adulterated nor misbranded. This question was resolved in 1915 
by a determination of the Circuit Court of Appeals for the Seventh 
Circuit, upholding the conviction of manufacturers upon a continuing 
guaranty.*' 


The 1938 Act again failed to be specific in this regard. Regula- 
tions under the new Act, however, provide expressly that the guaranty 
may be limited to a specific shipment or other delivery of an article or it 
may be general and continuing, applying to any shipment or delivery 
of an article.** Under the new Act, the conviction of a manufacturer 
has been upheld upon a continuing guaranty, which was false as applied 
to a product subsequently shipped.* 


Punishment of the guarantor under the 1906 Act was assailed as 
unconstitutional upon the ground that all that the guarantor did (that is, 
manufacture the goods, sell them and give the guaranty) was within 
a given state. Criminal liability, it was said, could not be imposed on 
the fortuitous occurrence of a subsequent shipment of the goods by the 
purchaser in interstate commerce. This contention did not get beyond 
the District Court, which pointed out that the purpose and intent of the 
“certificate’’ was in order that an innocent purchaser might sell the goods 
in interstate commerce.™* 


A very live question under the present Act is whether a manufac- 
turer may be punished as for a false guaranty when he gives a dealer 





% Glaser, Kohn & Co. v. United States, 224 F. 84 (1915). 

* Regulations, Section 2.005 (December 22, 1938). 

* Barnes v. United States, 142 F. (2d) 648 (CCA-9; 1944). 

* United States v. Charles L. Heinle Specialty Co., 175 F. 299, 301 (E. D. Pa.- 1910). 
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a guaranty, designating the Act, that the product is neither adulterated 
nor misbranded, which is false as applied to a product that the dealer, 
who has both an interstate and a local business, may or may not sub- 
sequently ship in interstate commerce. Stated in other terms, is the 
offense of giving a false guaranty under Section 301(h) committed 
when the guaranty is given, or does it require a subsequent introduction 
into interstate commerce for the completion of the offense? 

This question was argued in the Supreme Court of the United States 
on April 29, 1947, in the case of United States v. Walsh, trading as 
Kelp Laboratories. The government appealed directly from an order 
of the District Court for Southern California, which had dismissed an 
information against a guarantor as insufficient [CCH Food Drug Cos- 
metic Law Reports § 7028]. The information charged that the manu- 
facturer had given a guaranty to a dealer, Richard Harrison Products, 
that no food or drug shipped to the dealer would be adulterated or 
misbranded within the meaning of the Food, Drug, and Cosmetic Act, 
which guaranty would be a continuing guaranty until revoked, and that 
on February 24, 1945, while the guaranty was in full force and effect, 
the manufacturer had consigned to the dealer a number of packages of 
a vitamin product, the labels of which represented that it contained 10 
milligrams of niacinamide and that “prior and subsequent [to the date 
of this shipment], the said Richard Harrison Products was engaged in 
the business of introducing and delivering for introduction into interstate 
commerce quantities of a food labeled as aforesaid, which had been 
supplied by said defendant.’’ The count charged that the shipment 
was adulterated, in that six tablets would not provide 10 milligrams of 
niacinamide, but only a smaller amount, and that the guaranty was false 
in respect of that shipment because of the adulteration. A second count 
charged misbranding upon the same facts. The shipment on which 
the charges were based was by a California manufacturer to a consignee 
in California and there was no allegation that the consignee had pur- 
chased the order for someone outside of California, or that it intended 
to sell the food in its interstate rather than in its intrastate business. 

Defendant had argued successfully below that a penal statute must 
be plain and certain; that the offense of giving a false guaranty under 
Section 301(h) relates to the guaranty mentioned in Section 303(c), 
which in turn is the guaranty which affords immunization to punishment 
for the offense defined by Section 301 (a); and that that offense is “the 
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introduction or delivery for introduction into interstate commerce.” 
Hence, the introduction or delivery of the article guaranteed into inter- 
state commerce is part of the definition of the offense punished by Sec- 
tion 301(h). Furthermore, defendant contended that a construction of 
301 (h) which would permit punishment under Federal law for the 
giving of the false guaranty without the introduction of the article guar- 
anteed into interstate commerce would be violative of the Federal Con- 
stitution. 


Upon the question of the constitutional power of Congress to make 
the giving of such a guaranty, when false, a criminal act, the heavy guns 
are all on the side of the government. To protect the dealer, the guar- 
anty must be one “designating this Act.’ The guaranty in question did 
undertake that no food or drug hereafter shipped the dealer “will be 
adulterated or misbranded within the meaning of the Federal Food, 
Drug, and Cosmetic Act.” 


The authorities fully sustain the government's brief when it says 
(pp. 16-17): 

“In short, whether the positive prohibition against a false guaranty, even as to 
goods which may not be introduced into interstate commerce, be justified as incidental 
to the regulation of interstate shipments,” or as an effective means of enforcement,” 
or as a protection of the integrity of documents created for purposes of interstate 
commerce, it is clearly an appropriate means of effectuating the purposes of the Federal 
Food, Drug, and Cosmetic Act, and hence a constitutional exercise of congressional 


power. 

The last reference of the government is to Linited States v. Ferger,*’ 
which seems adequately to cover the question of constitutional power. 
In that case, the Supreme Court held that Congress might properly 
punish the issuance of a counterfeit bill of lading purporting to represent 
goods received for shipment in interstate commerce, although the goods 
and the shipment were wholly fictitious. 


The question, however, whether Congress intended that the offense 
created by Section 301 (h) could be committed in the absence of an actual 
interstate shipment, presents more difficulty. There can be no question 
but that under Section 9 of the 1906 Act the liability of the guarantor was 
purely a liability by substitution. Criminal intent, then as now, was not 
necessary. The law must have its victim. The dealer could avoid prose- 





% See United States v. Wrightwood Dairy Co., 315 U. S. 110, 119 (1942). 
* See Mulford v. Smith, 307 U. S. 38, 47 (1939). 
87 250 U. S. 199 (1919). 
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cution only if he could establish the guaranty. He escaped only if he 
produced another victim suitably bound for the sacrifice. The courts 
so held. Judge Grubb charged the jury in United States v. Mayfield:** 

“If a conviction could not be sustained against the manufacturer upon its guaranty, 
if substituted for the defendants in this case, then the taking of the guaranty by 
defendants would be no defense to their violation of the law in reference to the shipment 
in question, though they had no knowledge that it was adulterated or misbranded.” 

Likewise, the Circuit Court of Appeals for the Second Circuit, in 
Steinhardt Bros. & Co. v. United States,** said: 

‘Moreover, the guaranty is to be of such a sort and so given that the guarantor 
can be himself convicted of the offense.” 

Under the 1906 Act, the converse was unquestionably true: Unless 
the dealer could have been subjected to prosecution if he had had no 
guaranty, the guarantor could not be prosecuted upon his guaranty. 


This same theory of criminal liability by the substitution of one 
victim for another had been carried over into judicial thinking under the 
1938 Act. In Barnes v. United States,*° the Circuit Court of Appeals 
for the Ninth Circuit sustained a conviction of copartners who had given 
a copartnership continuing guaranty with reference to vitamin tablets: 

“Under the present Act persons are subject to its penalties for introducing or 
delivering for introduction into interstate commerce any food that is adulterated or 
misbranded. 21 U. S. C. §331(a), 21 U. S. C. A. §331(a). But liability may 
be avoided if such persons have obtained a guaranty of the person from whom they 
in good faith received the product. 21 U. S. C. § 333(c) (2), 21 U. S. C. A. § 333 
(c) (2). Under such circumstances, the liability is then imposed upon the guarantor. 
This imposition of liability is obtained through 21 U. S. C. § 331(h), 21 U. S.C. A. 
§ 331(h), which creates a penalty for the giving of a false guaranty. Thus under 
the statutory scheme the falsity described in the latter section must be defined in terms 
of the conduct prohibited by § 331(a).” 

The above-quoted statement of Judge Denman is the principal 
authority upon which the defendant in the Walsh case relies for incor- 
porating into the offense of a false guaranty defined in Section 301 (h) 
the actual introduction of the goods guaranteed into interstate commerce. 


In the Barnes case, however, the vitamin tablets covered by the 
guaranty were actually transported from California to Oregon. The 
question whether such shipment was actually necessary to the guaran- 
tor’s crime, therefore, was not presented in the Barnes case. 


%177 F. 765, 769 (N. D. Ala. S. D.; 1910). 
* 191 F. 798, 800 (CCA-2; 1911). 
142 F. (2d) 648, 650 (CCA-9; 1944). 
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Moreover, the provisions of the 1938 Act differ materially from 
those of the 1906 Act. The language of substitution in Section 9 of the 
1906 Act ** has wholly disappeared. The conduct prohibited is giving 
such a. guaranty or undertaking “which guaranty or undertaking is 
false.” 


It seems more likely that Congress has dropped the theory of sub- 
stituted liability in favor of the prohibition of a specific act which, if 
committed, would facilitate the introduction into commerce of adulter- 
ated or misbranded goods. The only possible indication to the contrary 
(and this was not argued to the Supreme Court) is the continued use 
of the word “guaranty” with its civil connotation of a promise to answer 
for the debt, default or miscarriage of another. The addition, in the 
statute, of the word ‘‘undertaking” does nothing to clear this up. But 
the word “guaranty” was used colloquially from the start. It never 
actually meant a promise to answer for the debt, default or miscarriage 
of another. If Senator Heyburn had put in his bill the word that he 
used on the floor to explain the provision, namely, “certificate, the 
answer to this and to other questions would be easier. 


The decision of the Supreme Court on whether a manufacturer may 
be punished for a false “guaranty” if the goods guaranteed never go into 
commerce will be awaited with interest. [The End] 


Note: Since this article was written, the Supreme Court has decided Lnited States 
v. Walsh [CCH Food Drug Cosmetic Law Reports @ 7052], 15 LW 4559 (May 19, 
1947). The District Court is reversed and the information charging the giving of a 
false guaranty under Section 301(h) is held good. The prevailing opinion by Mr. 
Justice Murphy rests largely upon the allegation that the guaranty was given to one 
engaged partly in an interstate business. The court argues that an actual shipment in 
interstate commerce of the article guaranteed would have resulted in punishment of the 
guarantor under the 1906 Act. Hence, if an actual interstate shipment is necessary 
under the 1938 Act, Section 301(h) has added nothing. The dissent (Mr. Justice Jack- 
son) clings to the theory of substitution: “Until a violation is alleged, the guaranty 
plays no statutory role at all. It might afford a cause of action if false, but that is quite 
different from making it a crime. For it is no guaranty at all for criminal prosecution 
purposes if violation of neither Section 331(a) nor Section 331(d) is alleged.” 
Tue AuTHoR 


4. ‘‘* * * and in such case said party or parties shall be amenable to the prosecu- 
tions, fines, and other penalties which would attach, in due course, to the dealer under 
the provisions of this Act.’’ 
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Removal and Consolidation 
In Condemnation Proceedings 


VINCENT A. KLEINFELD * AND ArTHuR A. DICKERMAN * 


HE FEDERAL FOOD, DRUG, AND COSMETIC ACT 

authorizes seizure and condemnation of any article of food, drug, 

device, or cosmetic that is adulterated or misbranded when intro- 
duced into or while in interstate commerce.' Consequently, seizure of 
such articles is most likely to be made within a state other than where 
the manufacturer or shipper 1as his principal place of business. For 
the convenience of persons who have an interest in seized articles and 
who may wish to intervene as claimants to contest seizure, Congress 
has provided within certain limits for removal, or for consolidation and 
removal, of seizure actions. An understanding of those limits should 
be useful and time-saving for attorneys engaged in this type of litigation. 


1. Power of District Courts To Remove Causes 


There is no inherent power in a district court to transfer a case to 
another district.* 

A fundamental concept pertinent to this discussion is the propo- 
sition that inferior Federal courts have only such jurisdiction as is 





* Mr. Kleinfeld is head of the Trade and Consumer Unit, Administrative Regulations 
Section, Criminal Division, Department of Justice. Mr. Dickerman is attorney for the 
Food and Drug Division, General Counsel's Office, Federal Security Agency. 

The views expressed in this article are those of the authors and are not intended to 
represent the official position of the Department of Justice or of the Federal Security 
Agency. 

1 Section 304 (a) [21 U. S. C. 334 (a)]. 

2 This may stem from the well-established proposition that an inferior Federal court 
having jurisdiction of the subject matter of, and parties to, a justiciable controversy 
must exercise that jurisdiction and hear the controversy. See Cohens v. Virginia, 6 
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expressly vested in them by Congress.* 
The distribution of the Federal judicial 
power is a matter entirely within the control 
of Congress. Congress has frequently 
authorized district courts to transfer cases 
from district to district, or from one division 
to another within a district, under specified 
conditions. The very fact that Congress 
has found it necessary to pass statutes to 
cover specific removal situations is in itself 
indicative of a legislative design to restrict 
the removal and transfer of powers of Fed- 
Vincent A. KLEINFELD eral district courts to those granted ex- 
pressly by Congress. Note, for example, 
28 U.S. C. 119; 11 U.S. C. 55; 21 U. S. C. 334(a) and (b). Note, 
also, provisions governing removal of suits from State courts (28 
U. S. C. 71 et seq.; 10 U. S. C. 1589), and the Rules of Criminal Pro- 
cedure for the District Courts of the United States (Rules 18-22) and 
the Notes thereto. 


Where Congress has desired to authorize transfers of cases, it has 
used unequivocal language, such as that expressed in the Federal Food, 
Drug, and Cosmetic Act. Thus in a seizure action under that statute, 
United States v. 74 Cases, More or Less, Each Containing 48 Cans of 
a Product Labeled (Can) “C. C. Brand Oysters,” 55 F. Supp. 745 
(DC S. C.), the Court stated, at page 747: 


“In the absence of express statutory authority a district court does not have the 
authority to transfer a case to another district court for trial. See, Billings Utility 
Co. v. Federal Reserve Bank, D.C. D. Montana, 1941, 40 F. Supp. 309; Spies v. 





Wheat. 264; Nelson v. Berry et al., 59 F. (2d) 351, 353 (Ct. of Customs and Patent 
Appeals); Doyle v. Northern Pac. Ry. Co., 55 F. (2d) 708 (DC Minn.); Momand v. 
Paramount Pictures Distributing Co., Inc. et al., 19 F. Supp. 102 (DC Mass.); Southern 
California Telephone Co. v. Hopkins, 13 F. (2d) 814, 820 (CCA-9), affirmed, 275 U. S. 393. 
A determination to remove a condemnation action to another district court constitutes. 
in effect, a refusal to hear the case. The situation is to be distinguished from those 
situations where a discretion exists with respect to granting the relief prayed for, such 
as the Declaratory Judgment Act (28 U. S. C. 400). See Aetna Casualty & Surety Co. 
v. Quarles, 92 F. (2d) 321, 323-324 (CCA-4); American Automobile Ins. Co. v. Freundt, 
103 F. (2d) 613, 619 (CCA-7); Mutual Life Ins. Co. of New York v. Krejci, 123 F. (2d) 
594, 596 (CCA-7). No such discretion is vested in the courts in libel actions instituted 
under the Federal Food, Drug, and Cosmetic Act. 

3 Teel v. Chesapeake & O. Ry. Co. of Virginia, 204 Fed. 918, 919 (CCA-6); United 
States v. 74 Cases, More or Less, Each Containing 48 Cans of a Product Labeled (Can) 
“C. C. Brand Oysters,’ 55 F. Supp. 745, 747 (DC S. C.). See also Chicot County Drain- 
age District v. Baxter State Bank et al., 308 U. S. 371, 376; United States ex rel. Carapa 
v. Curran, 297 Fed. 946, 954 (CCA-2); 36 C. J. S. § 308, p. 512. 

* Johnson Co. v. Wharton, 152 U. S. 252, 260; Stuart v. Laird, 1 Cranch 299, 309. 
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Chicago E.E.1.R. Co., C.C.S.D.N.Y. 1887, 32 F. 713; In re Associated Gas & Elece- 
tric Co., 2 Cir., 1936, 83 F. 2d 734.* * *”"* 

And on page 746, the Court pointed out: 

“Section 304(b) of the Act requires that the procedure in cases arising under this 
section ‘conform, as nearly as may be, to the procedure in admiralty. Jn Re Thames 
Towboat Co., D.C.D. Conn., 1927, 21 F. 2d 573, a motion was made by one of the 
parties to remove an admiralty case from the District of Connecticut to the Eastern 
District of New York. The Court denied this motion and said, ** * * There are no 
such proceedings in admiralty as motions * * * to remove from one district to 
another’.”’ 


Il. Circumstances Under Which a Libel Action 
May Be Removed 


The Act specifies the conditions under which an individual libel 
action may be removed. Thus, in highly compressed language, 21 
U.S. C. 334(a) declares in part: 


“* * * Provided, however, That no libel for condemnation shall be instituted under 
this chapter, for any alleged misbranding if there is pending in any court a libel for 
condemnation proceeding under this chapter based upon the same alleged misbranding, 
and not more than one such proceeding shall be instituted if no such proceeding is 
so pending, except that such limitations shall not apply (1) when such misbranding 
has been the basis of a prior judgment in favor of the United States, in a criminal, 
injunction, or libel for condemnation proceeding under this chapter, or (2) when the 
Administrator has probable cause to believe from facts found, without hearing, by 
him or any officer or employee of the Agency that the misbranded article is dangerous 
to health, or that the labeling of the misbranded article is fraudulent, or would be in 
a material respect misleading to the injury or damage of the purchaser or consumer. 
In any case where the number of libel for condemnation proceedings is limited as 
above provided the proceeding. pending or instituted shall, on application of the 
claimant, seasonably made, be removed for trial * * *.” (Emphasis added.) 


It will be noted that the pertinent por- 
tion of the section deals exclusively with the 
removal of libel actions based on a charge 
of misbranding. It authorizes removal, 
with two specified types of exceptions, of 
any individual libel action where the charge 
is misbranding. Reference to the final Con- 
gressional Conference Report on the Act 
clearly substantiates this view. House of 
Representatives Report No. 2716, Seventy- 
"8 See also Brown v. Heinen et al., 61 F. Supp. 563, 
564 (DC Minn.); Applegate v. Applegate, 39 F. Supp. 


887 (DC Va.); Cyc. Fed. Proc, (2nd Ed.), Volume 2, 
Section 568, pp. 666-667. Artuur A. DicKERMAN 
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fifth Congress, Third Session, Statement of the Managers on the Part 
of the House, declared at page 22: 

“Change of venue when only one libel permitted.—Under the House amendment where 
the number of libels for misbranding is limited to one proceeding, such proceeding 
shall on application of the claimant seasonably made be removed for trial * * *.” 
(Emphasis added.) 

Consequently, an individual libel action charging adulteration may 
not be removed since a district court may transfer only upon statutory 
authority, and 21 U. S. C. 334(a) only authorizes removal (with cer- 
tain statutory exceptions) of a single libel if it is based on misbranding. 
This was the holding in Linited States v. 74 Cases, More or Less, Each 
Containing 48 Cans of a Product Labeled (Can) “C. C. Brand 
Oysters,” 55 F. Supp. 745 (DC S. C.), which contains a comprehensive 
discussion of the instances where removals are authorized under the Act. 


The statute contains a further restriction on removal even in an 
individual libel action based upon a misbranding charge. Such a case 
may not be removed if (1) the alleged misbranding has been the basis 
of a prior judgment in favor of the government in a proceeding under 
the Act, or (2) the Federal Security Administrator has made the deter- 
mination required by statute upon the basis of which multiple seizures 
can be effected. 


The power of removal under the Act is conferred exclusively upon 
the court of original jurisdiction except where there is a stipulation 
between the parties. If a claimant has once obtained consolidation or 
removal, he cannot thereafter obtain further removal to another juris- 
diction without a stipulation. L/nited States v. Six Dozen Bottles, More 
or Less, of “Dr. Peter's Kuriko” etc., 55 F. Supp. 458 (DC Wis.). 


Where a district court enters an order removing a libel action insti- 
tuted under the Act to another district under circumstances’ where the 
removal is not authorized under 21 U. S. C. 334, the court to which the 
transfer is ordered may direct that the case be retransferred. It is clear 
that a court is empowered to pass upon the question of its jurisdiction 
and of venue. Chicot County Drainage District v. Baxter State Bank 
et al., 308 U. S. 371, 376; Dan Cohen Realty Co. v. National Savings & 
Trust Co., et al., 36 F. Supp. 536, 539 (DC Ky.), affirmed, 125 F. (2d) 
288, 290 (CCA-6). That a case erroneously transferred may be re- 
transferred is held in United States v. 26 Dozen Bottles, More or Less, 
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of ‘“ Wheatamin Brand Cevigards,” 60 F. Supp. 626 (DC Mich.); Brown 
v. Heinen et al., 61 F. Supp. 563 (DC Minn.). See 67 C. J. § 358, 


p. 215. 


It has been held that where a libel action is brought in a district 
which is of reasonable proximity to claimant's principal place of busi- 
ness, that fact alone may constitute ‘good cause” against removal, under 
the statute. ULlnited States v. 29 Bottles, more or less, in different sizes, 
of an article of drug labeled in part ““Ocean-Lax,” 44 F. Supp. 317 
(DC Pa.). 


III. Consolidation and Removal of Two or 
More Libel Actions 


Libel actions pending in two or more jurisdictions, and involving 
the same claimant and the same issues of adulteration or misbranding, 
may be consolidated for trial by order of the court where one of the 
actions is pending and transferred to any district where one of the 
actions is pending or to a district agreed upon by stipulation. If no 
such order is made within a reasonable time, the court of one juris- 
diction, upon application of the claimant, may order all of the actions 
consolidated and tried in a district of reasonable proximity to the claim- 
ant’s principal place of business.*® 


IV. District to Which a Libel Action May Be Removed 


Where no stipulation is entered into, the Federal Food, Drug, and 
Cosmetic Act authorizes removal only to a district of reasonable prox- 
imity to claimant's home district and not to the home district. 


Sections 304(a) and (b) of the Act, 21 U.S. C. 334(a) and (b), 
provide specifically for removal, under designated conditions, to “‘a 
district of reasonable proximity to the claimant's principal place of busi- 
ness.’ * Though the statutory language appears free from ambiguity, 
claimants frequently file motions seeking removal to the districts in which 
they have their principal place of business. However, a review of the 





* The phrases ‘‘removed for trial’’ and ‘‘consolidated for trial,’’ as used in 21 U. S. C. 
334 (a) and (b), are susceptible of a generic interpretation to permit any type of disposi- 
tion in the district to which cases are removed—e. g., trial, entry of a consent decree, etc. 

tIt has been stated that a district approximately 100 miles from claimant's principal 
place of business is a district of reasonable proximity thereto. United States v. 29 Bottles, 
more or less, in different sizes, of an article of drug labeled in part “Ocean-Laz,” 44 F. 
Supp. 317 (DC Pa.). 
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legislative history of the Act reveals clearly that the language of 21 
U. S. C. 334 was chosen carefully to provide for trials in districts 
adjacent to but not including the claimant's principal place of business. 


An earlier version of the bill that was enacted into law expressly 
contemplated removal as a matter of right to the district wherein claim- 
ant's principal place of business is located. It provided: 

“The United States District Court wherein the claimant's principal place of business 
is located or such district court as the parties may agree upon are hereby vested with 


jurisdiction to try such cases.” §S. 5, Seventy-fifth Congress, First Session, House of 
Representatives, March 10, 1937, p. 13.5 


A subsequent version of this bill changed the pertinent language 
to read: 
“* * * the proceeding pending or instituted shall, on application of the claimant, 
seasonably made, be removed for trial to any district in a State contiguous to the 


State of the claimant's principal place of business * * *.” S. 5, Seventy-fifth Con- 
gress, Third Session, House of Representatives, April 14, 1938, p. 53. 


See, in this connection, House of Representatives Report No. 2139, 
Seventy-fifth Congress, Third Session, p. 4, which stated: 

“The committee amendment contains provisions to permit the removal of seizure cases 
for trial to jurisdictions nearby the claimant's principal place of business. Where mul- 
tiple seizures involving the same issues are pending, the cases may be consolidated for 
trial. Under the Senate provision the cases may be tried in the district in which the 
claimant's principal place of business is located. The committee amendment provides 
that these transfers may be made to a district in a State adjacent to the State of the 
claimant's principal place of business.” 


In the debate in the House, Mr. Lea, a member of the Committee on 
Interstate and Foreign Commerce which had recommended this bill, 
indicated the reasons that prompted the Committee to change this pro- 
vision: 


Mr. Lea: 


“* * * The Senate provided that he [claimant] is entitled to a trial in the district 
where he lives, and the House Committee has denied him that privilege, and requires 
him to go to a contiguous State. * * *” 


Mr. Houston: 


“Then as I understand it, under the provisions of the bill, it is providing for what 
might be called neutral ground.” 


® See, also, 81 Cong. Rec. (Part 2) 2011. Note 79 Cong. Rec. (Part 5) 4867-4868, and 
79 Cong. Rec. (Part 8) 8354. 
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Mr. Lea: 


“That is the object. I might say that I did not approve the position of the committee 
with much enthusiasm. But the position was that the claimant is entitled to a neutral 
court, and it might be disadvantageous for the Government to go into the State where 
the claimant resided, where the influence perhaps in favor of the manufacturing con- 
cern might make it impossible for the Government to get a fair trial. * * *' (Empha- 
sis added.) 83 Cong. Rec. (Part 7) 7791. 


The bill that was finally enacted into law deleted the provision ‘to 
any district in a State contiguous to the State of the claimant's principal 
place of business”, and substituted therefor “a district of reasonable 
proximity to the claimant's principal place of business.” This change 
was effected in a conference between the Senate and the House Com- 
mittees. See House of Representatives Report No. 2716, Seventy-fifth 
Congress, Third Session, pp. 22-23.° It is obvious that the purpose of 
this modification was, on the one hand, to continue to exclude claimant's 
home district as a place to which removal could be had, but, on the other 
hand, to allow removal to any district of reasonable proximity to claim- 
ant’s principal place of business including a district within claimant's 
home state other than his home district. Had it been the object of Con- 
gress to authorize removal to a claimant's home district, it could easily 
have restored the language which appeared in the March 10, 1937, 


10 


version of S. 5, supra. 


The import of the pertinent legislative history has been recognized 
in a number of cases decided under the Act. In Wnited States v. 600 
Units, more or less, each containing 3 bottles of “ Nue-Ovo’”’, etc., 60 F. 
Supp. 144, 145 (DC Mo.), the Court declared: 


“In order to give a proper meaning to the statute, in view of the concessions made 
by the two legislative bodies, a district of reasonable proximity would mean a district 
other than that of the domicile of the claimant, whether in the same state or a con- 
tiguous state.” 


® Note 83 Cong. Rec. (Part 8), 9095. 

%” That Congress thrashed out the removal problem, and determined not to permit 
removals by court order to a claimant's home district without a stipulation, is clear from 
the above discussion. The problem was also repeatedly adverted to at the hearings. See. 
for example, Hearings before a Subcommittee of the Committee on Commerce, United 
States Senate, Seventy-fourth Congress, First Session, on S. 5, p. 25 and p. 132; Hearing 
before a Subcommittee of the Committee on Interstate and Foreign Commerce, House of 
Representatives, Seventy-fourth Congress, First Session, on H. R. 6906, H. R. 8805, H. R. 
8941, and S. 5, p. 91 and p. 331. Note, also, House of Representatives Report No. 2755, 
Seventy-fourth Congress, Second Session, p. 9, and Senate Report No. 91, Seventy-fifth 
Congress, First Session, p. 5. 
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In United States v. Six Dozen Bottles, More or Less, of “Dr. Peter's 
Kuriko”’, etc., 55 F. Supp. 458, 459 (DC Wis.), the Court stated: 


“Manifestly, claimant's application for removal to the district court in Illinois was not 
granted by the district coutt in Washington, because the same would not have been 
and is not authorized. Jn the absence of stipulation between the parties, the power 
of removal of the court of original jurisdiction is limited and restricted. Such court 
is required to order removal to ‘a district of reasonable proximity to the claimant's 
principal place of business.’ Accordingly, it would have been beyond the power of 
the district court in Washington to have removed this proceeding to the designated 
district court in Illinois.” (Emphasis added.) 

In United States v. 26 Dozen Bottles, More or Less, of “ Wheatamin 
Brand Cevigards,” 60 F. Supp. 626 (DC Mich.), the Court said: 


“Application of the principles of statutory construction discussed by Judge McAllister 
in the case of Commissioner of Internal Revenue v. Strong Mfg. Co., 6 Cir., 124 F. 
(2d) 360, 364, results in the conclusion that the words ‘district of reasonable prox- 
imity to the claimant's principal place of business’ as used in Section 334(a) of 
Title 21 U.S.C.A., providing for removal for trial to another district of a libel for 
condemnation proceedings /sic] under the Federal Food, Drug, and Cosmetic Act, 
do not include authority to remove to the district within which claimant's principal 
place of business is located. See U.S. v. Six Dozen Bottles, etc., 55 F. Supp. 458; 
U. S. v. 168 Dozen, etc. Bromo Seltzer, (unreported) decided May 25, 1939, by Judge 
Clancy, S. District of New York; U. S. v. 74 Cases, etc., 55 F. Supp. 745.” 

It should be noted, as we have already indicated, that 21 U. S. C. 
334(a) and (b) authorize removal to a district in which a claimant has 
his principal place of business if the parties so stipulate. Llnited States 
v. 45 2/3 Dozen Packages, More or Less, of an Article Labeled in Part 
“U-X Improved Shaving Medium,” 46 F. Supp. 112 (DCN. Y.). The 
reason the Government generally refuses to enter into such stipulations 
is readily apparent in the foregoing discussion of the legislative history 
of this provision, which points out the dangers inherent in a trial in the 


home district of a claimant. 


That reason is also graphically illustrated in A Judge Comes of Age 
(Scribner's 1941) by Judge John C. Knox, senior district judge for the 
Southern District of New York. On page 243, Judge Knox discusses 
a jury trial in a food and drug case in the Western District of New York 
over which he presided in 1925."!- The claimant in that case was the 
Westfield Fruit Products Company, Westfield, New York. The cher- 
ries proceeded against were packed in Westfield, New York, and then 
sold to a purchaser in Buffalo, New York. The latter stored them in 





"The case referred to is United States v. 668 Cases of Canned Cherries, Notice of 
Judgment No. 17187. 
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Pittsburgh, Pennsylvania. When the purchaser failed to pay for the 
goods as agreed, the Westfield Fruit Products Company repossessed 
them and shipped them back to Westfield, New York, where seizure 
was effected. 


Thus the goods were seized and trial was had in the home district 
of the claimant.'* Though the evidence adduced in the case overwhelm- 
ingly substantiated the government's charge of adulteration, the jury 
found for the claimant and made a naive acknowledgment that its verdict 
was impelled by the knowledge that the stock in claimant's cannery was 
owned by the farmers of the community, who knew nothing of the con- 
dition of the pack and who would suffer a serious financial loss in the 
event of condemnation." 


V. Summation 


1. No one may file an application for removal or consolidation 
unless he has first formally intervened as claimant of the product seized. 


(See 21 U.S. C. 334(a) and (b)). 


2. The authority of a district court to remove or consolidate cases 
is entirely dependent upon statute. 


3. Authority to remove to “‘a district of reasonable proximity to the 
claimant's principal place of business’ does not permit removal to the 
district in which claimant has his principal place of business. 


4. An individual libel action may not be removed under 21 U. S. C. 
334(a) if the charge is adulteration. 


5. An individual libel action based on a charge of misbranding 
may not be removed under 21 U. S. C. 334(a) if the case falls within a 
category which permits the government to make an unlimited number of 
seizures of the product involved—e.g., (1) there has been a prior judg- 
ment in favor of the government based upon the same alleged misbrand- 
ing, or (2) the Federal Security Administrator has made a finding that 
the article proceeded against is dangerous to health, or that its labeling 





% Where goods subject to seizure under the Act are found and seized in the district 
where claimant has his principal place of business, the court for that district has juris- 
diction to try the case. 21 U.S. C. 334 (a). 

13 Judge Knox also discusses this case in ‘‘A Judge’s Tribute,’’ Food Drug Cosmetic 
Law Quarterly, Volume 1, pp. 429, 431. 
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is fraudulent or would be in a material respect misleading to the injury 
or damage of the purchaser or consumer. 


6. The statutory provision on the consolidation and removal of two 
or more libel actions is outlined on p. 201, supra. 


7. If a claimant has once obtained consolidation or removal, he 
cannot in the same proceeding obtain further removal to another jurisdic- 
tion in the absence of a stipulation. 


8. A libel action which is improperly removed to another district 
may, on order of the court in the latter district, be transferred back to 
the court of original jurisdiction. 


9. A court to which removal (or consolidation and removal ) is had 
acquires full power to act just as though it were the court of original 
jurisdiction. (21 U. S. C. 334(f£).) The article under seizure need not 
be moved from the custody of the United States Marshal who effected 
seizure, but may await the disposition decreed by the court to which the 
case was transferred. 


[The End] 





FOOD STANDARDS 


Definitions and standards of identity for corn 
flour and related products have been promul- 
gated (12 F. R. 3107), and the standards for 
canned tomatoes have been amended to provide 
for the use of additional optional ingredients (12 
F. R. 3887). 

Amendments to the standards for canned 
peaches, apricots, pears, cherries, and fruit cock- 
tail have been proposed (12 F. R. 1993), and 
hearings will be held upon proposals to amend 
the standard of fill of container for canned 
shrimp and oysters and to promulgate regula- 
tions relating to canned oysters (12 F. R. 
3725-3726). 


Food Drug Cosmetic Law Quarterly—June, 1947 





Judicial Interpretation of the Words 


Accompanying Such Article 


Contained in the Federal 
Food, Drug, and Cosmetic Act 


GEORGE LINK, JR. 


General Counsel for Gelatine Research Society of America 


HE FEDERAL FOOD, DRUG, AND COSMETIC ACT, as 

amended June 25, 1938, expanded the concept of misbranding 

to include any food, drug, or cosmetic whose label is false or 
misleading. Labeling is defined in the words of the Act: 


“The term ‘labeling’ means all labels and other written, printed or graphic mat- 
ter (1) upon any article or any of its containers or wrappers or (2) accompanying 
such article.” (Section 201(m) of the Federal Food, Drug, and Cosmetic Act, 21 
U.S. C. A. Sec. 321(m).) 


Difficult Word Problem 


The problem presented by the words of the Act “accompanying 
such article’ is difficult. The reason is that the courts are asked to pro- 
vide a rigid definition of ‘‘accompanying such article’ when Congress 
failed to provide one. The courts must assume that Congress refrained 
from attempting a rigid definition because the method adopted by manu- 
facturers and sellers to bring to the attention of the public their written 
promotional material is so varied and unpredictable. Courts do not lay 
down a rigid definition of words not defined by the law. 
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Meaning Gathered from History of Act, Evils Corrected, 
and Decisions 


The meaning to be attached to the words ‘accompanying such 
article’’ may be gathered from the history of the Federal Food and 
Drugs Acts, the evils sought to be corrected, and the interpreting de- 
cisions. 

Historical Background of Act 


Section 8 of the Federal Food and Drugs Act, 21 U.S. C. A., Sec- 
tion 9, as originally enacted, provided that the term ‘‘misbranded”’ 
should apply to all drugs, or articles of food, or articles which entered 
into the composition of food, the package or label of which bore any 
statement, design, or device, regarding such article or the ingredients 
or substances therein contained, which was false or misleading in any 
particular. 


The Courts repeatedly held, in interpreting this section, that, unless 
the false or misleading statements appeared upon the package or its 
label, it would not be deemed to violate this section. United States v. 
American Druggists Syndicate (C. C., N. Y.), 186 Fed. 387; United 
States v. Newton Tea and Spice Co. (D. C., Ohio), 275 Fed. 394. 


The law as then written was evaded by manufacturers by enclosing 
in the package circulars containing the false or misleading claims. Con- 
gress, on August 23, 1912, for the purpose of overcoming this defect 
in the law, adopted what is known as the Shirley Amendment to the 
Food and Drugs Act (Chapter 352, 37 Statutes 416). This amendment 
applied to printed matter inserted in the package. 

The new law provided in part: 


* * . 


“An article shall be deemed to be misbranded: 


“Third: If its package or label shall bear or contain 
any statement, design, or device, regarding the curative or 
therapeutic effect of such article or any of the ingredients or 
substances contained therein which is false and fraudulent. 

As was to be expected, the constitutionality 
of the amendment was challenged, but unsuccess- 


fully. 


In Seven Cases of Eckman’s Alterative, 239 
U.S. 510, 36 S. Ct. 190, the Court wrote: Georce LINK, Jr. 
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“It is urged that the amendment of 1912 does not embrace circulars contained 
in the package, but only applies to those statements which appear on the package or 
on the bottles themselves; that is, it is said that the word ‘contain’ in the amendment 
must have the same meaning in the case of both ‘package’ and ‘label. * * * It is 
insisted that if the amendment of 1912 covers statements in circulars which are con- 
tained in the package, it is unconstitutional. Such statements, it is said, are not so 
related to the commodity as to form part of the commerce which is within the regu- 
lating power of Congress. 

“But it appears from the legislative history of the Act that the word ‘contain’ 
was inserted in the amendment to hit precisely the case of circulars or printed matter 
placed inside the package, and we think that it is the fair import of the provision. 
Cong. Rec. 62d Cong. 2d Sess., vol. 48, part 11, page 11,322. And the power of Con- 
gress manifestly does not depend upon the mere location of the statement accompany- 
ing the article, that is, upon the question whether the statement is on or in the package 
which is transported in interstate commerce.” 


The amendment of 1912 was liberally interpreted by the Courts. 
It was evaded by a small number of circumventing manufacturers bring- 
ing to the attention of the public their false and misleading claims by 
means of the distribution of circulars separate and apart from the label 
and the printed material contained in the package. Congress in 1938 
met this new condition by passing the present Act. 


The Chief of the Food and Drug Administration, in discussing the 
terms ‘‘label’’ and “‘‘labeling’’ before the Senate Committee, had this 
to say: 

“At the present time the law has control over those statements that are attached 
to or that accompany the package in the form of circulars. For purposes of the sub- 
sequent requirements of this bill these have been divided into two classes; first, ‘label’ 
meaning the principal label or labels upon the immediate container of any food, drug, 
or cosmetic. Then the term ‘labeling’ is defined so as to include not only the label 
but all circulars and material and placards for display purposes and the like that may 
in any form whatever accompany the article of food, drug or cosmetics * * 
Senate Report 1944, p. 16. 


The Congressional purpose of further strengthening the Act is 
revealed by its subsequent actions. See, for example, House Report 
No. 2139, Seventy-fifth Congress, Third Session: 

“This act seeks to set up effective provisions against abuses of consumer wel- 
fare growing out of inadequacies in the Food and Drugs Act of June 30, 1906, as 
amended (U.S.C. A. Title 21, secs. 1-15). 

“* * * While the old law has been of incalculable benefit to American con- 


sumers, it contains serious loopholes and is not sufficiently broad in its scope to meet 
the requirements of consumer protection under modern conditions.” 


This completes a thumb nail sketch of the historical background 
of the law. 
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Research Laboratories Case 


The first reported case in which the Court interpreted the words 
“accompanying such article’ is United States v. Research Laboratories, 
Inc., 126 Fed. 43, decided February 24, 1942. The United States Cir- 
cuit Court of Appeals, Ninth Circuit, in summarizing the libel, wrote: 


“Thus, in substance, the libel states that 143 packages of Nue-Ovo and printed 
circulars containing false and misleading statements concerning Nue-Ovo were shipped 
in interstate commerce from Chicago, Illinois, to Kansas City, Missouri, and that all 
the packages and all the circulars were so shipped by a single shipper (Nue-Ovo, 
Inc.) to a single consignee (Crown Drug Company) and were by said consignee 
simultaneously received in interstate commerce. * * 

“The libel does not state, nor is it material, whether the packages and the cir- 
culars did or did not travel in the same crate, carton or other container or on the same 
train, truck or other vehicle during their interstate journey. The packages and the 
circulars had a common origin and a common destination and arrived at their desti- 
nation simultaneously. Clearly, therefore, they accompanied each other, regardless 
of whether, physically, they were together or apart during their journey. 

“Appellee contends that the circulars constituted advertising and, therefore, did 
not constitute labeling within the meaning of the Act. The contention assumes that 
printed matter (such as a circular) cannot constitute both advertising and labeling. The 
assumption is unwarranted. Most, if not all, labeling is advertising. The term ‘label- 
ing’ is defined in the Act as including all printed matter accompanying any article. 
Congress did not, and we cannot, exclude from the definition printed matter which 
constitutes advertising. 

“The rule of strict construction invoked by appellee has little or no application 
to statutes designed, as the Federal Food, Drug, and Cosmetic Act, 21 U. S. C. A., 
Section 301 ef seq., is designed to prevent injury to the public health. * * *' 


United States v. Lee 


The second reported case is United States v. Lee, decided Novem- 
ber 25, 1942, by a unanimous decision of the Seventh Circuit. The 
Court stated: 


“We must decide whether the act of bringing printed matter containing false 
and misleading therapeutic claims in the presence of, and in association with, an 
article after shipment in interstate commerce, results in the article being misbranded 
in violation of Section 301(k) of the Act. * * * 

“The word ‘accompany’ is not defined in the Act but we observe that among 
the meanings attributed to the word are ‘to go along with’, ‘to go with or attend as 
a companion or associate’, and ‘to occur in association with’, Webster's New Inter- 
national Dictionary, 2d Ed. There can be no question that among the usual charac- 
teristics of labeling is that of informing all purchasers of the uses of an article to 
which the labeling relates, and that the basic character of the Federal Food, Drug, 
and Cosmetic Act is not directly concerned with the sale of the products therein 
described, or whether the literature is carried away by the purchaser. It was enacted 
to protect the public health and to prevent fraud, and it ought to be given a liberal 
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construction. Consequently, we are impelled to the conclusion that misbranding is 
cognizable under the Act if it occurs while the articles are being held for sale. 

“This conclusion is sustained by the legislative history of the Act, from which 
it appears that it was not the purpose of Congress to limit the scope of the phrase 
‘accompanying such articles’ to printed matter placed in the carton in which the article 


is contained.” 
Dr. Salsbury’s Rakos Case 


The third reported case is United States v. 7 Jugs, etc., 53 Fed. 
Supp. 746, decided January 31, 1944, from which no appeal was taken. 


The Court wrote: 

“* * * One of the most important enactments under the Commerce Clause, 
its purpose of protecting the public health and pocketbook against adulterated and 
misbranded foods and drugs, has led courts to declare with unanimity that food and 
drug legislation should be given a liberal construction in order to accomplish its 
remedial purposes. * * * 

“Prior to 1938, the law protected the public only where false claims were made 
on the label or package or in a circular within the package. Accordingly, to avoid 
the jurisdiction of the Food and Drug Administration, a patent medicine manufacturer 
needed only to separate physically the printed matter bearing the false claims from 
the article itself. * * * 

“The avowed objective of the new Act was to strengthen the protection afforded 
the public by eliminating the loopholes and expanding consumer protection. * * * 

‘The narrow question here is the extent to which printed matter must ‘accompany 
articles of drug at the time of introduction into or while in interstate commerce in order 
that such articles can be said to be ‘misbranded’ within the meaning of Section 304 (a). 
In answer to this question, the government states that the old physical contiguity test 
of misbranding operative under the old law has been discarded and the present act 
should be given the broadest possible interpretation in accomplishing the consumer pro- 
tection intended by Congress. Claimant states that it does not believe that physical 
annexation between the drug and printed matter is always necessary, but insists that 
because there are differences in times of shipment, times of delivery and routes travelled, 
the drugs here seized could not possibly have been ‘misbranded’ at any time in their 
interstate journey. * * * 

“Aside from the theory of the food and drug legislation, it is manifest that mis- 
branding has true significance only in terms of the consumer. It matters little whether a 
farmer goes to Boote’s Hatcheries and sees a large display card proclaiming the bene- 
fits of Rakos in the treatment of coccidiosis, or finds the same matter actually upon the 
carton or label of the product. If such representations are false, he is as much de- 
frauded irrespective of the location of the printed statement. Nor does it matter to the 
farmer whether the booklets were physically side by side with bottles of Rakos during 
the interstate journey, or were delivered by a salesman. When the farmer enters a 
dealer's store, he finds the Rakos and the booklets together in one indivisible merchan- 
dising unit. * * * The fact that the farmer has suffered an out-of-pocket loss by 
relying upon these representations should not be obscured by any subtle inquiries con- 
cerning whether the printed representations rode with the drugs on the same train, at 
the same time or over the same route. * * * 

“The stipulation clearly shows that the printed matter and the drugs had a com- 
mon origin. They had a common destination in that both were intended to come to- 
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gether in the stores of dealers in Achilles’ territory. They were interlocking units of a 
distributional scheme the objective of which was ultimate association and distribution 
together. There was actual, physical association together in the stores of dealers and 
actual distribution together in connection with purchases by farmers. It is fair to 
conclude that these booklets were prepared, shipped and distributed to dealers with the 
ultimate expectation and intention on the part of the Laboratories that they would 
serve the purpose of labeling for the three articles of merchandise here involved. * * * 
The mere fact that the products were shipped at a different time, over a different route 
and were received at a different time from the booklets should not be permitted to con- 
fuse or obscure the substance of the matter. The instant that the product Rakos entered 
the channels of commerce enroute to the Hatcheries, it was to all intents and purposes 
as much travelling in accompaniment of the representations contained in the booklets as 
if those booklets were actually enclosed in the same shipping container. It is unques- 
tionable that both the drugs and the booklets used the facilities of interstate commerce 
to accomplish a defrauding of the public. For this transgression, the products are 
subject to seizure and condemnation. * * * The physical aspects of the transportation 
are not important. What is vital here are such factors as interdependence of the drug 
and the booklets, common origin, common destination, display, distribution and use to- 
gether. These determine whether there has been that degree of accompaniment which 
provides the necessary ‘misbranded’ status under Section 304 (a). The mere fortuitous 
circumstance of an absence of physical association between the booklets and drugs dur- 
ing the interstate journey of the drugs does not in my opinion control.’ 


United States v. Kordel 


The fourth reported case, United States v. Kordel [CCH Food 
Drug Cosmetic Law Reports { 7027], 66 F. S. 538, decided June 26, 


1946, is a criminal case. The defendant contended that since the false 
and misleading booklets did not physically accompany the drugs, the 
defendant did not violate Section 321 (m) of the Act. The District 
Court wrote: 


“It is apparent, therefore, that the purpose of the law is the ever-insistent consid- 
eration in its interpretation. Congress by enacting it intended to promote honesty and 
fair dealing in trade and secure to the public pure and wholesome food and drugs and 
there must be a reasonable construction to carry out the intention of Congress. This 
being ‘remedial legislation’, the rule of liberal construction is to be followed irrespective 
of its penal provisions.” 


The Court refused to adopt the defendant's contention that in civil 
proceedings the word “accompany” should be liberally construed and in 
criminal proceedings, that it should be strictly construed. In the lan- 
guage of the Court: 


“To adhere to defendant's construction would result in a strange situation wherein 
under the same statute and the same section, a single word would have a different 
meaning dependent only on the nature of the action brought. This interpretation would 
defeat the enforcement of the statute and the court cannot subscribe to such a prop- 
osition.” 
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Alberty v. United States 


Each succeeding decision liberally interpreted the words “‘accom- 
panying such article” set forth in L[nited States v. Research Laboratories, 
Inc., supra, until the recent decision of the same Court in Alberty v. 
United States [CCH Food Drug Cosmetic Law Reports § 7034], a crimi- 
nal case, 159 Fed. 2d 278, decided January 31, 1947. Upon first reading, 
this decision seems to arrest the liberal interpretation of the statute con- 
tained in all of the prior decisions. A careful study of the decision justi- 
fies the belief that the Court did not intend to, nor does the decision put 
a period to the advancement of the liberal forward-moving, unwary con- 
sumers’ welfare viewpoint. The advancing viewpoint “‘let the advertiser 
or labeler beware” will continue to be the viewpoint of those entrusted 
with the enforcement of this Act. The following quotations from the 
opinion of the Court seem to support this viewpoint: 

“The information * * * does not allege that the labels were to be placed with 
the drug or used together with it by the consignee.” 

Furthermore, 

“We do not think that the bald statement that the labels were shipped to the 
Missouri consignee 71 days before the drug was shipped charges the offense of causing 
them to be ‘accompanying’ the drug's introduction into interstate commerce on or about 
April 18, 1944.” 

The Court, in referring to its decision in W/nited States v. Research 
Laboratories, Inc., stated: 

“In that case, a condemnation proceeding, the libel charged that the false circulars 
accompanied the drug into interstate commerce and all arrived at their common des- 
tination simultaneously. The information in the instant appeal alleges no such facts, 
and on the contrary, cannot be construed as charging that the drug and labels were in 
interstate commerce at the same time, much less introduced therein at the same time.” 

The Court refused to pass upon the question of whether in a civil 
proceeding the act should receive a more liberal interpretation than in a 
criminal prosecution. 


In an obiter dicta statement, the Court does pose the question 
“Should the act be strictly construed in a criminal proceeding?” and it 
does seem to give some support to this viewpoint. 


In the language of the Court: 


“These three cases were civil proceedings and not criminal prosecutions. They 
construe the Act liberally. The question was raised at the hearing here whether in 
construing the Act as the basis of a criminal prosecution there should be a similar 
construction against the accused. Cf. the recent case of M. Kraus & Bros. Inc. v. 
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United States, 327 U. S. 614, 621, 66 S. Ct. 705, 707, construing in a criminal pro- 
ceeding the Emergency Price Control Act, 50 U.S.C.A. Appendix, Sec. 901 ef seq., 
which, like the Food, Drug, and Cosmetic Act, also afforded civil relief. There the 
Supreme Court states “This delegation to the Price Administrator of the power to 
provide in detail against circumvention and evasion, as to which Congress has im- 
posed criminal sanctions, creates a grave responsibility. In a very literal sense the 
liberties and fortunes of others may depend upon his definitions and specifications re- 
garding evasion. Hence to these provisions must be applied the same strict rule of 
construction that is applied to statutes defining criminal action * * *’.” 


Conclusions on Reported Cases 


A careful search of the reported cases discloses no decision in which 
a Court has construed an act containing civil and criminal sanctions lib- 
erally when applied to civil sanctions and strictly when applied to penal 
sanctions. It is unbelievable that upon mature reflection and considera- 
tion, the Court would give a word a different meaning depending only 
upon the nature of the proceeding. 


It is fair to assume that if the omitted facts to which the Court calls 
attention were contained in the record, the Circuit Court of Appeals 
would have sustained the verdict of the District Court. 


The Federal Trade Commission's Relation to the Problem 


If an evading manufacturer succeeds in escaping from the provi- 
sions of the Federal Food, Drug, and Cosmetic Act, the Federal Trade 
Commission can catch him. 


The Federal Trade Commission Act was amended on March 21, 
1938, shortly before the enactment of the Federal Food, Drug, and 
Cosmetic Act. Both were under consideration by Congress at the same 
time. The amendment to the Federal Trade Commission Act provided 
as follows: 

“Sec. 12. (a) It shall be unlawful for any person, partnership, or corporation 
to disseminate, or cause to be disseminated, any false advertisement— 

(1) By United States mails or in commerce by any means, for the purpose of 
inducing, or which is likely to induce, directly or indirectly, the purchase of food, 
drugs, devices or cosmetics; or 

(2) By any means, for the purpose of inducing or which is likely to induce, 
directly or indirectly, the purchase in commerce of food, drugs, devices or cosmetics. 

(b) The dissemination or the causing to be disseminated of any false advertise- 
ment within the provisions of subsection (a) of this section shall be an unfair or 
deceptive act or practice in commerce within the meaning of section 5." (15 U. S. 


Code, Sec. 52.) 
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This amendment gave to the Federal Trade Commission jurisdic- 
tion over the false advertising of foods and drugs. 


Fresh Grown Preserve Corporation v. Federal Trade Commission 


In the case of the Fresh Grown Preserve Corporation v. Federal 
Trade Commission, 125 Fed. 2d 917, the defendant petitioned the court 
to review a cease and desist order issued by the Federal Trade Commis- 
sion regarding the labeling and advertising of the petitioner's products. 
One of the points raised was that the petitioners had not committed 
violations of the Federal Trade Commission Act, but that they were sub- 
ject, at most, to proceedings under the Federal Food, Drug, and Cos- 
metic Act. It was held that the Federal Trade Commission did have 
jurisdiction for the reason that the courts have repeatedly upheld the 
jurisdiction of the Commission to prevent unfair competition by means 
of false labeling and misbranding regardless of the kind of product. 


Laws Are Protecting Consuming Public 


These laws, together with their constantly expanding judicial inter- 
pretation by the Courts, now adequately protect the consuming public. 
The gray zone formerly existing is clearing. Governmental agencies 
entrusted with the protection of the public interest now have effective 
laws so to do. Conforming manufacturers have adequate means to 
protect themselves from the unfair competition of circumventing manu- 
facturers. These laws should receive the hearty support of all manufac- 
turers. 


[The End] 
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A POSTSCRIPT 


to the Papers of the Second Annual Meeting 
of the Section on Food, Drug and Cosmetic Law 


MIcHAEL F. MARKEL 


second annual meeting of the Section on Food, Drug and 

Cosmetic Law of the New York State Bar Association, all pub- 
lished in the March 1947 issue of the Food Drug Cosmetic Law Quar- 
terly, were highly significant, not only in that they served to point up 
some of the questions raised by the papers read, but also because they 
raised other questions of interest, and further provided the opportunity 
for an exchange of views as to many of them between industry counsel 
and government officials. Because of their informative and stimulating 
character, and in keeping with the stated objectives of the Quarterly, 
the editorial board considered it desirable that these discussions be also 
reported. The Chairman has honored me with the assignment of report- 
ing and editorially commenting upon them, subject only to the restric- 
tion that I confine myself to the allotted space. 


[= INFORMAL DISCUSSIONS of the papers read at the 


It had been hoped these discussions could be published in their 
entirety. However, since this is not possible because of space limitation, 
the material selected for quotation has been restricted to such portions 
as will present in the speaker’s words, as nearly as possible, the points 
desired to be made by him. I am sure, however, that those who are 
inspired to further debate will find the speakers willing to carry on the 
argument privately. 
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Food Standardization 


The paper which produced the most extended discussion and 
touched on perhaps the most controversial subject was Mr. Schneider's ' 
paper entitled ““The Hazards of Food Identity Standards.’ While this 
paper was of a critical nature, it limited criticism to a rather narrow 
point; yet the ensuing discussion covered practically the whole field of 
grievances heard in regard to food standards, inspired in part no doubt 
also by Mr. Crawford's? reference in his paper to certain criticisms. 


The Chairman's comment that “this paper has certainly provided 
a great deal of thought’ signifies the reaction of those present. This 
reaction is an indication of the general interest in and the unusual impor- 
tance of questions of food standardization. The ensuing discussions at 
this meeting, as well as criticisms elsewhere, also reveal a considerable 
divergence of views and some lack of understanding of the basic consid- 
erations underlying this subject. Because of these things, it is consid- 
ered in order that this subject be stressed in these notes and that some of 
the general criticisms outside of the scope of Mr. Schneider's paper be 
also considered. 


In order to eliminate considerations which frequently serve to con- 
fuse the discussion of principles of food standardization, it should be 
pointed out at the outset that questions of wholesomeness, of cleanliness, 
and of labeling have no place in such discussions, since they come under 
other statutory provisions. The very term “food standard” implies that 
the ingredients of the standardized food are wholesome and clean and 
that it is properly labeled. Such considerations have, therefore, no 
relevancy to the principles of food standards 
but only serve as ‘‘red herrings’ to confuse 
the issue. 


There are still some who regard food 
standardization undesirable and unneces- 


1J. Thomas Schneider, Secretary and General 
Counsel, Standard Brands Incorporated. 

2 Charles W. Crawford, Associate Commissioner of 
Foods and Drugs, Food and Drug Administration. 
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sary, going so far as to suggest repeal of Section 401 of the Act, in spite 
of the impressive and voluminous testimony before legislative com- 
mittees suggesting otherwise. Criticism of this character might be 
passed over without recognition were it not for the fact that some of it 
stems from sources both honest and influential. In a paper on the 
subject of food standards appearing in the March 1946 issue of the 
Quarterly, I asserted, among other things, that food standardization was 
desirable from an industry standpoint since the standards would serve 
to promote fair methods of competition among producers. The record 
before Congress and subsequent experience by industries operating 
under food standards, particularly that of the preserve industry and the 
oleomargarine industry among others, bear out this assertion. If this 
is true, food standardization would appear desirable from a selfish 
standpoint alone, aside from any considerations of consumer interests, 
although, as Mr. Crawford said, in the end these interests rest on com- 
mon ground. 

The basic argument of these critics appears to be that foods of merit 
will survive and those lacking in integrity will perish in free competition. 
This argument rests on the fallacious premise that consumers will become 
aware of and will reject foods lacking in integrity before they and pro- 
ducers of foods of merit are significantly damaged; that is to say, that 
the trial and error method affords adequate protection to both. The 
argument ignores what experience has shown to be the fact, that for 
every dishonest producer who fails to survive, two others are ready to 
try their hand, and that many a small honest producer is not able to 
outlast a chain of dishonest competitors. We are here talking about 
that small fringe in every industry against whom both consumers and 
producers need protection, but for the existence of whom no food and 
drug laws would be required. 

Food standards, as was pointed out to Congress and as Congress 
believed, are the only effective means for combating certain practices of 
fraud on consumers and certain unfair methods of competition. When- 
ever the Administrator is satisfied that such practices do not threaten 
a given industry, he need not, and undoubtedly will decline to, promulgate 
standards. 

Other more general criticisms are of the standards as such. Most 
- of these, it seems, are to a large degree due to a lack of understanding 
of the basic philosophy of food standardization. Whenever a standard 
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imposes some restriction, many of those restrained are quick to charac- 
terize the standard as a poor standard with no reason for their complaint 
other than that some things are now required of them which were not 
required before. 

Any standardization is inherently restrictive. Standardization 
without restriction would be a nullity. Once the desirability of standard- 
ization is accepted, the only possible question is whether the restriction 
imposed should be through administrative or judicial action. The Con- 
gress, for reasons that need not be labored, has entrusted the duty to 
an administrative agency. 

If the restriction imposed by a standard is reasonable, it is a good 
standard; if unreasonable it is a bad standard. Whether the restriction 
is or is not reasonable in the case of food standards must be determined 
from the record on which the standard is based. Hence, any broadside 
criticism, such as has appeared in some trade journals, without discus- 
sion of the evidence and reference by page number to the record, is 
wholly unfair and must be rejected. Mr. Crawford took note of some 
of these criticisms in his paper and by way of a reply merely invited the 
critics to examine the record. He said: 

“I have been disturbed in noting allegations of unfairness and bias in the pro- 
cedure between the close of hearings and the issuance of the final order. One pub- 
lished statement went to the extreme of implying that the Administrator is prone to 
accept the testimony of a single government witness over that of ten industry witnesses 
who are better qualified. 

“Anyone who is curious to check the record of the various regulations that have 
been issued under Section 701(e) will find many facts which refute this implica- 
hon. 

Some of the criticisms of specific standards seem to be due to the 
failure of recognition of a distinction between the “identity” of a food 
and its ‘standard of identity."" Thus some have said that it is perfectly 
absurd to suggest that a product is cream cheese if it contains 33 per cent 
fat and 55 per cent moisture but ceases to be that if it contains only 
32 per cent fat and 56 per cent moisture; or that a product is evaporated 
milk when it contains 7.9 per cent fat but ceases to be that when it con- 
tains only 7.8 per cent; or that a product is chocolate when it contains 
15 per cent chocolate liquor but ceases to be that when it contains only 
14 per cent, etc. In the words of an expert witness at a cheese hearing 
when he was asked this question: 


“That is still cheese but it is one point in the wrong direction from the integrity 
which the consumer has a right to expect.” 
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Of course, these products are still cream cheese, evaporated milk, choco- 
late, etc., as a matter of identity. But they fail, by one point, to conform 
to the standard of identity —the integrity — which, according to the record, 
consumers are reasonably entitled to expect and receive. 


That Section 401 was enacted to protect more fully consumers 
against dishonest foods, as such, is not disputed. A food becomes dis- 
honest when it ceases to meet the standard of integrity which consumers 
may reasonably expect. The theory of the food law is that consumers 
are entitled to expect the highest standard consistent with sound manu- 
facturing and marketing methods. From the Administrator's standpoint, 
therefore, the question in establishing a standard of identity for a food 
is not how low the percentage of the expensive and how high that of 
the inexpensive ingredient may be fixed before the consumer can tell 
the difference, but rather why the consumer should get less of the former 
and more of the latter. The answer to that question should be primarily 
related to considerations of technical problems of production and mar- 
keting and not to the consumers’ ability to recognize a difference, as has 
been urged by some at some standard marking hearings. 


It seems much of the criticism of standards is due, not only to a 
lack of understanding of these basic concepts inherent in the law, but 
also due to failure to understand the reasons for the criticized provisions 
of a standard, or lack of familiarity with the record on which it is based. 
This, in turn, is frequently due to a lack of interest and failure to partici- 
pate in the standard making proceedings, a fact which may account for 
some poor standards. This lack of interest was alluded to in 
Mr. Schneider's paper and was the subject of comment by industry 
counsel and government representatives. Mr. Austern,’ an attorney 
who had participated in a number of standard making proceedings, said: 


“The third thing that occurs to me ties right in with Mr. Schneider's recommen- 
dation, and that is that this statute contemplates that there should be industry coopera- 
tion in the formulation of these standards. I think the one lesson which the canning 
industry might contribute to the rest of the food industry is that it has been very 
difficult to enlist attention, to evoke the necessary effort, and to awaken people to the 
need of active participation in formulating a standard which has the effect of law, and 
which, as Mr. Schneider points out, becomes rigid, and will control their operations 
perhaps for a decade. You will find that the people who are most concerned never 
really wake up to what is going on. 


“That is to me, at least, one of the important impacts of this splendid paper.” 


’H. Thomas Austern, partner in firm of Covington, Burling, Rublee, Acheson & 
Shorb, Washington, D. C. 
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Mr. Crawford said: 


“The formulation of standards is a tremendous task. One of the greatest diffi- 
culties that we have experienced is to get the industries concerned to realize that 
and do the work that should be done in order to get standards that are fair, reasonable, 
equitable, and that will accomplish the purpose of promoting honesty and fair deal- 
ing in the interest of consumers. 


“If we look at it realistically, we see that the formulation of food standards 
is a joint endeavor by government and industry. The government is looking out for 
the interests of consumers. The industry has its own viewpoint, but there should be 
nothing basically different in industry's viewpoint, it seems to me, and the govern- 
ment’s viewpoint, because consumers are the industry's customers and anything an 
industry can do to promote honesty and fair dealing in the interest of consumers is 
to a long-time benefit of that industry. 


“I feel very firmly about that out of some thirty years of experience in the enforce- 
ment of this law. If I thought there was a basic divergency of interest between pro- 
ducing industries and consumers, with its implication that we must live in a divided 
rather than a unified nation, I would not have been interested in continuing the work 
I have been doing as long as I have. 


“We have had the experience of approaching an industry, asking them if they 
had a committee which was devoted to standards or which was considering standards, 
saying that we had in mind giving attention to their committees and would welcome 
their cooperation in the development of the basic factual material that is needed for 
standards procedure. 


“We had correspondence with the secretary of this particular industry, and each 
of our letters included an invitation to submit data or to gather data or to work 
with us in gathering data. The response each time was that the industry did not 
want food standards. 


“There were other important groups in the country who were strongly urging 
standardization of these foods on grounds that on their face, at least, were persuasive 
of the need for standards. Eventually, it was necessary to announce a hearing on 
proposed standards which, admittedly, were not as good as would have been the case 
had there been some participation by industry in the formation of those proposals. 
There was no basis upon which the Administrator could deny the opportunity that 
the proponents of standardization were insisting upon, to appear in the forum set up 
by the statute for the presentation of their case. But neither the procedure nor the 
results can be as effective and satisfactory as they would have been with constructive 
participation by the industry. 

“Proposals for hearings are going to be infinitely better, misunderstandings and 
conflicts will be avoided, records will contain less irrelevant and repetitive matter, 
if the industries will participate in the formulation of the proposals. And the stand- 
ards issued will more nearly hit the mark of promoting honesty and fair dealing in 
the interest of consumers.” 


In response to Mr. Crawford's statement, Mr. Schneider said in 
part that since he had spent many years of his life in government service: 
“I can appreciate many of their problems as I now appreciate more fully many 


of the problems of industry. I think we both have a sincere and honest intention 
of trying to work together.” 
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Mr. Schneider's criticism in his paper was limited almost altogether 
to a point of the construction of Section 401 of the Act. He emphasized 
this during the discussions from the floor by restating his criticism 
informally in part as follows: 


“I think the objective of the law, which I discussed, and the efforts of the Admin- 
istration to enforce that law as construed by the courts are all directed towards balanc- 
ing the interest between industry and the consumers. It just happens, in my analysis 
of the Quaker Oats case, that I think they went further than Congress intended, but 
the courts said they didn't. Maybe the decision in the Quaker Oats case is right, 
though I feel it isn’t. I am not going to debate that further here now. I am merely 
saying that I don't think that was what Congress intended, and that was the general 
legal premise of my paper, and I tried to point out the impact that unwise use of that 
broad power by some officials, present or future, in the Administration may be endan- 
gering the food industry, if it is misused, and that is what we all should be on our 


guard against.” 
In another point, Mr. Schneider further clarified his criticism as 


follows: 

“Let me make one point here about the Quaker Oats case. I wasn't there [at 
the standard hearings} and I haven't read all the records, but I do understand that 
there was not in Farina any large quantity of Vitamin D; but that is a factual ques- 
tion and does not affect the main principle I have reviewed, which is, broadly stated, 
that the Act was not designed to educate or protect a person in his dietary needs but 
only against fraud. I think, by the way, that the Quaker Oats case is the only case 
that has reached the Supreme Court on this point. So, it is not a question of whether 
Farina with Vitamin D gave him all the vitamins he needed. . . . The point is 
that the label should show how much Vitamin D he was getting and let him decide 
its nutritional value himself.”’ 

There appears to be considerable divergence in views as to what the 
Supreme Court held in the Quaker Oats case.* All are agreed on the 
point, however, that the court made unusually broad statements and per- 
haps went further in its discussion than was necessary for decision of 
the questions before it. However that may be, the administrative 
approach to the problem sought to be reached by the standards before 
the court for review was founded primarily on the premise that con- 
sumers were ignorant of the nutritive value of vitamins and minerals and 
would, therefore, not be able to determine their nutritional value for 
themselves as Mr. Schneider suggests. From such and similar findings 
based on the evidence before him, the Administrator concluded in effect, 
among other things, that a food represented as being enriched should con- 
tain a sufficient number and quantity of enriching constituents so as to 
insure a standard of enrichment of nutritional significance, thus of an 


* Federal Security Administrator v. Quaker Oats Company, 318 U. S. 218. 


Page 222 Food Drug Cosmetic Law Quarterly—June, 1947 





integrity reasonably to be expected by consumers of a food held out to 
them as an enriched food. He did not undertake to protect consumers’ 
health so much as he undertook to insure nutritionally significant supple- 
mentation of a normal diet for those who purchase enriched foods in 
preference to plain foods because they have come to believe that such 
supplementation of their ordinary diet is desirable for health reasons or 
otherwise. Whatever else may be said about the Quaker Oats case, 
this is the basic administrative action which was before the court for 
review. It is apparent, therefore, that the administrative action there 
reviewed was related to the integrity of the food, hence within the scope 
of the powers conferred by Section 401. 


It seems the fundamental question suggested by Mr. Schneider's 
reasoning is a little different from that before the court in that case. He 
quotes impressive legislative history to back up his argument that if an 
ingredient does not serve to debase a food by diluting it or rendering it 
deceptive, its addition to a standardized food is entirely consistent with 
the undisputed legislative objective of Section 401 to insure the integrity 
of foods as such, and that such a food should, therefore, not be held to 
be misbranded when the fact of such addition is plainly stated on the 
label. However, this argument begs what seems to me to be the basic 
question. 

Perhaps the issue is not whether the newly proposed ingredient 
might or might not properly be added:to a standardized food, because 
I suspect the Administrator would be quick to admit that almost any 
useful ingredient should be permitted so long as it does not serve to 
debase the standard. The question is who should decide as to its suit- 
ability, the Administrator, or the producer in the first instance and, in 
case of disagreement, the court or jury? The Administrator contends, 
and the courts seem to have sustained him, that since he is required by 
statute to decide when a standard promotes honesty and fair dealing 
in the interest of consumers, he must also determine whether the ingredi- 
ent will or will not serve to dilute the standard and that the question be 
brought before him for decision by an application for an amendment of 
the standard. 


On the other hand, it is arguable, and such argument has persuasive 
backing in the legislative history, that once the Administrator has fixed 
the basic economic factors so as to insure economic integrity of a food, 
his authorized functions are concluded and if thereafter an ingredient 
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is added to such a standardized food which is found by the court or jury 
to have diluted the standard, then such food is adulterated under Sec- 
tion 402(b) (4) of the Act because such ingredient, in the language of 
the statute: 

“has been added thereto or mixed or packed therewith so as to increase its bulk or 
weight, or reduce its quality or strength, or make it appear better or of a greater 
value than it is.” . 

This argument seems entirely consistent with the statutory mandate 
that a food standard “promote honesty and fair dealing in the interest 
of consumers.” The standard insures economic integrity of a food and 
the quoted adulteration provision serves to prevent its dilution. Thus 
the combined statutory provisions seem to meet the complaint about the 
old Act squarely. This complaint was that comparable adulteration pro- 
visions were virtually unenforcible because such terms as ‘‘strength,” 
“lowered,” ““cheapened” implied the existence of standards by which they 
could be measured and that therefore in the absence of standards it was 
impossible as a matter of law to say when a food had been cheapened 
or debased, etc., within the meaning of these adulteration provisions. 
The enactment of Section 401 was urged to correct this situation. 


Construed as suggested by this argument, the present statutory 
provisions seem to furnish a direct and complete answer to the complaint 
about the old Act. The Administrator's construction, on the other hand, 
rendered the quoted adulteration provisions inapplicable to standardized 
foods in so far as they relate to reduction in quality or strength, or 
making such food better or of a greater value than it is, since, according 
to him, these considerations fall within the concept of promoting honesty 
and fair dealing in the interest of consumers and therefore are questions 
for decision initially by the Administrator rather than by the court. 


Were the argument to conclude there, the Administrator might well 
have a very short end of it. However, Section 401 further provides that, 
in prescribing a definition and standard of identity for a food ‘‘in which 
optional ingredients are permitted,” the Administrator shall designate 
those which shall be named on the label. Now an optional ingredient 
within the meaning of that term as used in the statute is generally under- 
stood to include an ingredient which, at the producer's option, may be 
included or excluded since its inclusion or exclusion in no wise affects the 
integrity of the standardized food. The word “permit” thus implies 
administrative approval or disapproval of inclusion of such ingredients. 
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This additional provision seems, therefore, to sustain the administrative 
view that the Administrator, and not the court or jury, must determine 
the question of suitability of any ingredient desired to be added to a 
standardized food. 


Food Standard Procedure 


The procedure followed in the promulgation of food standards has 
also been criticized rather extensively. So much so that the Section on 
Food, Drug and Cosmetic Law of the New York State Bar Association 
has appointed a committee to consider revision of the present procedure. 
However, since food standards are required to be based on evidence of 
record at a hearing, substantial liberalization of the present rules of 
procedure has become almost impossible by reason of the Administrative 
Procedure Act. The most liberal of the alternative procedures prescribed 
by that Act in such cases is virtually identical to the procedure presently 
followed in food standard proceedings. Indeed the draftsmen of those 
provisions had the food standard procedure definitely in mind when 
drafting some of the provisions of Sections 7 and 8 of the Procedure Act. 


The reason for inclusion in the Act of rather formal procedure for 
promulgating quasi legislative regulations is historical but some liberaliza- 
tion is possible without sacrificing the then desired objective. It will be 
recalled that by 1938, when Section 701(e) was included in the pro- 
posed Act during the last phases of its consideration by Congress, con- 
siderable reaction had set in against the so-called ‘‘new deal"’ practices of 
promulgating quasi legislative regulations more or less arbitrarily and 
without notice to industry. The rather formal procedure prescribed in 
Section 701 is largely due to that reaction and the resultant desire to 
provide statutory protection against the issuance of arbitrary administra- 
tive regulations having the force and effect of law. The amendment of 
this procedure so as to conform more nearly to that followed in fixing 
standards for penicillin and streptomycin would go far to meet the present 
criticism and yet preserve the desired checks on possible arbitrary 
administrative action. 


Section 507 prescribes a much less formal procedure for promul- 
gating penicillin and streptomycin standards and yet the statutory protec- 
tion against arbitrary administrative action is retained, since any ultimate 
disagreement as to specified proposed provisions is still required to be 
resolved on the basis of evidence of record at a hearing. However, a 
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formal hearing is not required unless an issue is raised and then formal 
proceedings are confined to a consideration of that issue only. I have on 
another occasion * characterized this procedure as a significant forward 
step in the development of administrative law. As I then said, of signifi- 
cance is the fact that this type of legislation was proposed by the industry 
and of even greater significance the further fact that although numerous 
regulations have been promulgated after informal conferences, there has 
not been a single occasion for formal hearing. Mr. Wheeler's ° comment 
during the discussion on food standards is particularly significant since 
it serves as an appraisal by one who had much to do with the drafting 
of Section 507, of the industry's reaction to such a liberalized procedure. 


He said: 

“I might say that the Food and Drug Administration has displayed a wonderful 

attitude of fairness in establishing standards for penicillin and insulin by informal 
discussions with the industry prior to the promulgation of regulations. That was also 
carried out with respect to streptomycin in connection with the present method of 
controlling and testing streptomycin prior to sale.” 
It would seem necessary to amend Section 701(e) so as more nearly to 
conform to the provisions of Section 507 in order to follow a similar 
procedure in promulgating food standards. Such action should be seri- 
ously considered since it would go far to meet the criticisms of the present 
food standard procedure. 


Rules of Practice Applicable in Seizure Cases 


Mr. Flanagan ‘ asked a question of Mr. Loverud * which served to 
open for discussion the important question as to when the practice in 
seizure cases ceases to be governed by the admiralty rules and is governed 
by the Rules of Civil Procedure. It is a little surprising that the opening 
of this question did not produce more extended discussion because it 
certainly is of considerable and general interest to the practicing lawyer. 
The following discussion was had: 


“MR. FLANAGAN: Several years ago in an action under the present Act 
involving the potency of a vitamin oil, I believe the claimant on motion was per- 
mitted to obtain from the government a complete record of its assay reports. I wonder 
if I understood the speaker correctly when he indicated that a recent decision holds 


5 Address at New York University Law Institute entitled ‘“‘The Impact of The Federal 
Administrative Procedure Act on The Federal Food, Drug, and Cosmetic Act."’ 

* Walton N. Wheeler, Secretary and Counsel, Eli Lilly and Company. 

™ James G. Flanagan, General Counsel for S. B. Penick & Company. 

§ Alvin M. Loverud, Principal Attorney, Food and Drug Division, Federal Security 
Agency. 
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that a claimant under such circumstances may not obtain such information—and, further, 
that the Administration would oppose an attempt to obtain it by motion for discovery 
and inspection. 

“MR. LOVERUD: So far as the law is concerned, it certainly isn't settled. There 
are cases both ways on the question of which practice prevails, whether it is the Rule 
of Civil Procedure or the admiralty rules. 

‘However, it has been our view, and the position we have taken, that the admiralty 
rules should prevail, at least, up until the time of appeal, unless there is some unusual 
circumstance which would make them inapplicable. 

“We also feel that the law does not contemplate that the claimant should have 
access to the proof which the government has, which it will use in its presentation of 
the case if it goes to trial, and for that reason we have consistently resisted all motions 
or attempts to obtain that information except where the law specifically provides the 
claimant is entitled to it, but I would not dare to say that the law is settled by any means 
on that point.” 

I feel constrained to take issue with the administrative view that 
admiralty rules prevail “at least, up until the time of appeal . . .,”” since 
the law appears to be a little more settled than Mr. Loverud intimates. 
The uncertainty which prevails stems from two applicable provisions as 
to the procedure to be followed. Section 304(a) of the Act provides that 
the procedure in seizure cases ‘shall conform, as nearly as may be, to the 
procedure in admiralty ...."" Paragraph (a) (1) of Rule 81 of the Rules 
of Civil Procedure provides in part “these rules do not apply to proceed- 
ings in admiralty.” It should be noted that admiralty rules are required 
to be followed “‘as nearly as may be.”’ From the standpoint of procedural 
necessity, it would seem that admiralty rules govern only to the extent 
necessary to provide a practical method for the seizure and condemnation 
of commodities which are outlaws of commerce. They serve to provide 
a practical method for dealing with things. However, once a claimant has 
appeared and issue has been joined by the filing of his answer, there is 
certainly no reason why those issues should not be resolved by following 
the practice governed by the Rules of Civil Procedure, the same as 
similar issues are resolved when the subject matter of the controversy 
is a dispute arising out of a commercial transaction. It seems, therefore, 
that on the basis of sheer logic the Rules of Civil Procedure should govern 
the practice in seizure cases from the time of the filing of the claimant's 
answer, subject only to such exception as may be necessary in directing 
the disposition of the condemned commodity. The cases appear to sup- 


port this view. , 


In 443 Cans of Frozen Egg Product v. United States of America, 
226 U.S. 172, the court said at page 183: 
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“We do not think it was intended to liken the proceedings to those in admiralty 
beyond the seizure of the property by process in rem, then giving the case the char- 
acter of a law action, with trial by jury if demanded, and with the review already 
obtaining in actions at law.” 


In Reynal v. United States, 153 F. 2d 929 (CCA-5; 1945), where 
forfeiture proceeding similar to the seizure action was considered, the 
court said: 


“We agree with the government that, except as to filing the libel and obtaining 
jurisdiction, admiralty procedure does not apply. A forfeiture proceeding after these 
preliminaries takes the character of a law action, and under Rule 81(a) (2), Federal 
Rules of Civil Procedure, * * *, is now governed by those rules.” (Citing 443 Cans 
of Frozen Egg Product v. United States, supra.) 


While in United States v. 104 Boxes Cheddar Cheese, 3 F. R. D. 
40 (DC Iowa; 1942), the question was not directly raised, the court 
nevertheless assumed that the Rules of Civil Procedure obtained in 
seizure cases after joinder of issue. The court said: 

“As the claimant can obtain the information requested, in so far as the same is in 
the possession of the attorneys for the government, by the procedure authorized under 
Rule 33 of the Rules of Civil Procedure . . . and other rules of discovery, the motion 
for a more specific statement should be overruled.” 

It seems to be of considerable importance whether the line is drawn 
as suggested by Mr. Loverud or whether it is drawn as suggested in 
these comments. For example, the drawing of this line may well have 
an important bearing on the extremely important question (among 
others) of special verdicts. Under the prevailing practice, it will be 
recalled, only general verdicts are rendered although the libel fre- 
quently contains a number of separate allegations of misbranding, each 
based on a separate and distinct statutory provision. Hence a claimant 
has no means of determining the precise respect in which the jury re- 
garded his product to be misbranded but only knows that in the jury's 
opinion the government sustained at least one of the say four or five 
allegations. If the Rules of Civil Procedure are applicable and the court 
were to grant claimant's application for a special verdict, as it may under 
Rule 49(a), then the claimant would in one law suit find out the extent 
to which the product was misbranded and would not need to determine 
this question through a series of law suits by process of elimination. 


It may be that special verdicts are possible under admiralty pro- 
cedure. I have not gone into this question. But the fact remains that 
such is not the prevailing practice. There is no question about the 
court’s power in this respect under Rule 49(a). Nor should there be 
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much of a question as to a ground for exercise of judicial discretion 
because the reasons for special verdicts are compelling. Any court 
could certainly justify its action by drawing on the maxim of the equity 
side of the bench and decline to do things by halves. The importance 
of the question of applicability of this rule in seizure cases is, thus, 
readily apparent. 


Both of these questions warrant a more exhaustive discussion than 
is here possible and, in my opinion, are appropriate subjects for a paper 
prepared for publication in the Quarterly. 


Collateral Attack of Regulations 


A reference to a decision involving the question of collateral attack 
of the coal-tar color certification regulation served to bring this general 
question up for further discussion as follows: 

“MR. HOGE:* I would like to ask one more question, Mr. Chairman, on your 
subject of collateral attack of regulations, administrative regulation. 

“The decisions there were concerned, were they not, with the regulations of 
the substantive character made under Section 701? 

“MR.LOVERUD: That refers to the eyelash cosmetic? 

“MR. HOGE: Yes. 

“MR. LOVERUD: Well, the Administrator, under the law, has made a regu- 
lation in which he has set up a list of dyes which may be used on the ground that 
there is proof that they may be safely used, and any dye which is not listed there 
may not be used. 

“The point was that the manufacturer of this cosmetic said that the dye he 
used, though not on that list, was harmless and he should be allowed to use it, 
and that the regulation was unlawful and unfair. 

“The court pointed out that the manufacturer had some other means of getting 
relief. He could not get relief by attacking the regulation as unfair and unreasonable 
in litigation enforcing the regulation. 

“MR. HOGE: That could be distinguished, could it not, from the regulations 
which are classed as interpretive? Would you say they could be attacked collaterally? 

“MR. LOVERUD: Well, you are getting into a field of administrative law there 
which isn't absolutely clear. I would say, ordinarily, where the Administrator has 
been given power to make reasonable regulations, that when they are made, they 
cannot be attacked collaterally except upon constitutional grounds. 

“MR. HOGE: This decision did, did it not? 

“MR. LOVERUD: No. 

“CHAIRMAN DUNN: Mr. Markel, is there any question that presents itself 
to you by the paper that has just been finished? 


®* James F. Hoge, Esq., Rogers, Hoge & Hills, New York, New York. 
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“MR. MARKEL: The only point that comes to mind now is with reference to 
a remark made by Mr. Loverud when he commented on the question of collateral 
attack of regulations. 

“I think regulations which are purely interpretive may always be challenged in 
court because they are merely the Administrator's view as to what the meaning of the 
law is. But in the end the court must decide this. As to regulations promulgated under 
Section 701(e), as was the regulation referred to by Mr. Loverud, which are sub- 
stantive regulations, the statute provides for a judicial review and these regulations 
may not be attacked collaterally. I think the line is a little more clear-cut than 
Mr. Loverud intimated.” 

“CHAIRMAN DUNN: I am glad you brought that point out. 

“MR. LOVERUD: I probably misunderstood the question or had something 
in my mind which modified the question. Certainly when the Administration merely 
tries to say what the law is, it doesn’t have the last word. The courts interpret 
the law. It may be that the interpretation of the administrative body will carry 
some weight in determining what the law is, but the administrative body does not 
determine it. That is perfectly true.” 

It is to be regretted that the question of judicial review of the third 
category of regulations was not considered in this connection. These 
are the regulations promulgated by authority of Section 701(a) which 
are not interpretive but, rather serve to implement the statute as, for 
example, the various exemptions established by the Administrator. Per- 
haps these were the type of regulations had in mind by those who 
queried Mr. Loverud as to the impact of the Administrative Procedure 
Act on the Food, Drug, and Cosmetic Act. Mr. Loverud preferred not 
to express an opinion at that time. The provisions of Section 10 of the 
Administrative Procedure Act providing for judicial review of adminis- 
trative regulations, appear to be broad enough to cover this type of regu- 
lation. However, this issue of the Quarterly contains a paper on this 
subject by a member of the Administrator's legal staff which no doubt 
answers the question put to Mr. Loverud from the floor. Another paper 
dealing with the legal aspects of the drug labeling regulations, also ap- 
pearing in this issue, discusses a possible procedure for bringing this 
type of regulation before the court for review. 


Slack Fill of Containers 


The question is frequently asked whether a package of food, drug, 
or cosmetic may be regarded as misbranded on the ground that its con- 
tainer is so made, formed, or filled as to be misleading,’® when its label 
bears a conspicuous and accurate statement of the quantity of its con- 


” § 403(d); 502(i)1(1); 602(d). 
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tents in terms of weight, measure, or numerical count in full compliance 
with these requirements of the Act."! Mr. Loverud answered this ques- 
tion in the affirmative, resting his answer on a case ** holding that these 
statutory requirements are independent of each other. 


In response to a suggestion from the floor that he elaborate on his 
statement, Mr. Loverud said: 


“MR. LOVERUD: The point is this: In the case I have in mind, the trial 
court, in arriving at its conclusion that although the container was only approximately 
half filled, it was not so made or filled as to be misleading. 


“Relying partly on the fact that there was no direct proof that anyone had 
been fooled by it and, also, relying partly on the printed statement on the package 
as to the net weight of the contents—and I don’t know whether it said so many 
ounces and so on—I suppose tha* way the statement of the Appellate Court may 
have been over-particular, but it indicates that, in its opinion, in arriving at the con- 
clusion that a container is misleading, you are not required to prove that it has 
actually fooled someone and you don't take into consideration the net weight declara- 
tion on the package.” 

Of interest in this connection is the court's statement that: 


“There is no hard and fast rule as tc what would constitute slack-filling. Whether 
or not over 50 per cent space in a particular package of candy was slack-filling is a 
question of fact for the District Court to decide.” 

And, as Mr. Loverud has pointed out, this court held that: 

“Whether or not the articles in question had been ‘palmed off’ on the public 
or whether or not the markings on the package were proper markings were questions 
not relevant to the issue in this case. . 

More is expected to be heard from the courts on this subject as two 
pending cases involving the question of slack fill are reported to be 
destined to the appellate courts. 


The Seizure Section 


Considerable discussion was had on Mr. Kleinfeld’s ** paper en- 
titled ‘““The Seizure Section of the Federal Food, Drug, and Cosmetic 
Act”’ as to whether the government's jurisdiction in making seizures was 
extended by the language in Section 304(a) of the 1938 Act over 
corresponding provisions of the 1906 Act. However, that discussion 
ceases to be of interest because it seemed to turn largely upon the con- 


11 § 403(e); 502(h) (2); 602(b). 

2% United States v. Cataldo [CCH Food Drug Cosmetic Law Reports { 7025], 157 F. 
(2d) 802 (CCA-1; 1946). 

13 Vincent A. Kleinfeld, of the Department of Justice. 
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struction of Section 304(a) urged by the government in the Phelps- 
Dodge Mercantile case,'* which construction was rejected by the Ninth 
Circuit Court of Appeals, and since the time of the meeting the Supreme 
Court has declined to take the case. The government has evidently 
accepted the Phelps-Dodge decision because, rather than test the ques- 
tion by litigation in another circuit, it was undertaken to correct the 
administrative problem created by this adverse decision by proposing 
an amendment to the statute. 

The amendment proposed is to insert after the phrase ‘while in 
interstate commerce” the further phrase ‘‘or while held for sale after 
shipment in interstate commerce,” the intention being to enable the gov- 
ernment to reach any food which has been shipped in interstate com- 
merce at any time before it reached the ultimate consumer, whether it 
was adulterated or misbranded while in interstate commerce, or whether 
it became adulterated or misbranded thereafter but before it reached 
the ultimate consumer. This proposed amendment now raises the fur- 
ther question as to the extent, if any, that such language would extend 
the powers to seize over those conferred by the 1906 Act. It seems that 
it does not extend the power but it does eliminate the original package 
doctrine and the fact of prior sale as conditions precedent to seizures. 
To that extent it does broaden the government's power. An extended 
discussion of this question is not indicated by our notes since it un- 
doubtedly has been, and in the future will be, discussed by many else- 
where. 

Labeling or Advertising? 


In connection with Mr. Kleinfeld’s paper, the further question came 
up for discussion as to when advertising material becomes “labeling” 
by reason of its having “accompanied” the product within the meaning 
of Section 201(m)(2) of the Act. This question is, in my opinion, of 
considerably greater interest and has more general application than 
might be suggested by Mr. Harper’s** apology for having asked it. 
The difficulties in answering this as a general question become readily 
apparent from its discussion as follows: 

“MR. HARPER: I haven't any comment to make. I have a question which, 
it seems to me, poses something Mr. Kleinfeld might care to answer. Take the case 


4% United States v. Phelps Dodge Mercantile Co. [CCH Food Drug Cosmetic Lau 
Reports { 7023], (CCA-9; 1946) 157 Fed. (2d) 453; certiorari denied (U. S. Sup. Ct.; 
February 19, 1947). 

® Harold Harper, Esq., of Harper & Matthews, New York City. 
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of a man shipping merchandise to himself, and it is, in effect, misbranded. It is as- 
sumed that it is no defense that he has shipped it to himself, where he, himself, is 
the consignee. 

“MR. KLEINFELD: That is correct. 

“MR. HARPER: I think you can also agree that where there is included in 
the shipment a booklet or something of that character, literature describing the mer- 
chandise, if there are any misstatements in the booklet, why, they can be attributed to 
the merchandise. Now, suppose this man who is shipping these goods to himself 
has never sold or distributed the booklet with the merchandise, but sells the merchandise 
entirely separate from the booklet. He also sells the booklet. Suppose that he in- 
tends, when he gets in the new jurisdiction, to sell the merchandise separately and to 
sell the booklet separately. 

“Would you say under those circumstances that the booklet can be said to be 
part of the labeling? That is to say, no one will see the booklet and merchandise 
together in that case, except himself when he opens the case with the shipments in it, 
the booklet, of course, containing reference to the merchandise. 

“MR. KLEINFELD: I think the answer to that situation would depend on the 
facts involved. In other words, the important thing, in my opinion, is not how the 
thing is done, but what actually happens. No matter what the system is—and these 
are my personal views—if the result of any system is that ultimately the product 
and the literature end up together in some way, so that the product is really described 
by the literature, I think that is labeling, yes. 

“It seems to me that it makes little difference whether the circular or the booklet 
is in the package or outside of the package on the same or a following train. As long 
as the circular or booklet ends up associated with the product described therein, I 
believe that the literature “accompanies” the product. 

“MR. HARPER: Would you say it was an essential element of the government's 
proof in such a case to show that the particular consumer had in one hand the mer- 
chandise and in the other hand the booklet? 

“MR. KLEINFELD: I think the government probably would have to show that, 
in effect, the merchandise and booklet became associated together in some fashion, not 
necessarily physically. 

“MR. HARPER: I must apologize for putting to you a question that is not of 
very general application. 

“MR. KLEINFELD: This problem is a very interesting one. It is being litigated 
in two Circuit Courts, as far as criminal prosecutions are concerned. But the courts 
have gone pretty far in the civil actions.” 


The courts have indeed gone pretty far in seizure cases.*° The 
criminal cases referred to are United States v. Kordel [CCH Food 
Drug Cosmetic Law Reports { 7027], 66 F. Supp. 538 (DC IIl.), ap- 
pealed to the Seventh Circuit from a conviction of violating the mis- 
branding provisions of the Act, and LInited States v. Alberty, 65 F. 
Supp. 945 (DC Cal.), appealed to the Ninth Circuit from a like con- 

% See United States v. Research Laboratories, Inc., 126 F. (2d) 42 (CCA-9), cer- 


tiorari denied, 317 U. S. 656; United States v. Lee, 131 F. (2d) 464 (CCA-7); United 
States v. 7 Jugs . .. Dr. Salsbury’s Rakos, 53 F. Supp. 746 (DC Minn.). 
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viction. The Kordel appeal is still pending. In the Alberty case the 
Circuit Court of Appeals reversed and ordered the information dismissed 
[CCH Food Drug Cosmetic Law Reports § 7034] (159 F. (2d) 278). 
However, decision in this case turned so much on the allegations in the 
criminal information that reversal can scarcely be regarded as establish- 
ing any basic principle in regard to the meaning of Section 201(m) (2). 
Indeed, the government has requested leave to amend its information 
and will re-try this case if its application is granted. 


The courts have construed, and no doubt will continue to construe, 
the term “accompanying” quite liberally. As a practical matter, it would, 
therefore, seem the better and in the end the more economical practice, 
in case of any honest disagreement as to the propriety of claims, to 
litigate issues of merit rather than issues of jurisdiction raised by fancy 
schemes of transmitting such claims to consumers. 


The Sullivan Case ™* 


Some questions were asked in connection with both Mr. Loverud’s 
and Mr. Hoge's papers to clarify certain aspects of the Sullivan case. 
Mr. Flanagan, who had been querying Mr. Kleinfeld on the seizure 
powers, was interested in this aspect of the Sullivan case. He said: 


“MR. FLANAGAN: Mr. Chairman, there was one statement that Mr. Hoge 
made I don't quite agree with, and that was that the Sullivan case pushes to its 
ultimate conclusion the doctrine laid down in the McDermoft case. It seems to me 
that the two cases are entirely different. 


“In my opinion, you are dealing with the original package doctrine in the 
McDermott case and you had entirely a different statute, and an entirely new provi- 
sion in the 1938 Act under which the authority was exercised for charging the mis- 
branding in the Sullivan case. I am wondering if Mr. Hoge would think that the 
McDermott case decision would have been the same, if, for instance, the glucose had 
been transferred from their original packages and put in smaller containers or removed 
from them, and then offered for sale in bulk. 


“MR. HOGE: The McDermott case didn't figure in the Sullivan case on the 
original package doctrine, as I recall it. The McDermott case figured in the Sullivan 
case and was heavily relied on by the court in holding that Congress intended that 
it was the ultimate consumer who was to be the beneficiary of the Federal Act, and 
that anything the state did, even if it were done within the state after the goods had 
reached the fulfillment of their shipment, which deprived the consumer of that Federal 
label, made that statute invalid. That is where the McDermott case comes into this 
one. 


% United States v. Sullivan [CCH Food Drug Cosmetic Law Reports { 7014], 67 F. 
Supp. 192 (DC Ga.; 1946). 
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The other question in which interest was expressed was the ques- 
tion as to how the misbranding had occurred in the Sullivan case. The 
following discussion served to further explain that point in Mr. Loverud’s 


paper: 

“AUDIENCE: I had just one question with regard to the case dealing with | 
the sale of prescription drugs over the counter. I think it is the practice of some 
manufacturers to put the prescription warning on drugs even where the Food and Drug 
Administration doesn't require it, and I wondered if those cases might not be applicable 
there or only where the prescription warning had been required by the Administration. 

“MR. LOVERUD: No. You refer to the case under Section 301(k), where 
labeling has been changed after shipment in interstate commerce? 

“AUDIENCE: Yes. 

“MR. LOVERUD: I think the provisions of the regulation are not involved 
necessarily. 

“The misbranding results from the fact that the label bears no adequate directions 
for use. In other words, a few pills are taken out of one bottle and put them into 
another bottle and handed out for use without direction, so I think that is not involved. 

“MR. WHEELER: That is pretty much the question I wanted to ask Mr. 
Dunn. I just wanted to bring out that in the Sullivan case, the fact that the drug 
sold over the counter was originally labeled with a prescription legend was really of 
no significance at all. 

“The misbranding occurred when the prescription was handed over the counter 
without any direction for its use, and that same misbranding would have occurred if 
the drug had been labeled without any directions for use on the package. 

“MR. LOVERUD: I think that states exactly what the situation is.” 


Since the meeting, the Circuit Court of Appeals has reversed the 
trial court. The court's opinion is not available for study, but indica- 
tions are that the case is destined to the Supreme Court. 


[The End] 


NOTICES OF JUDGMENT 


The Federal Security Agency has issued the 
following Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act: Foods Nos. 
9001-9200, issued April, 1947, 9201-9400, is- 
sued May, 1947; and Drugs and Devices Nos. 
1751-1800, issued February, 1947, 1801-1850, 
issued April, 1947. 
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The Coming of Age of Sanitation 
in Industrial Food Plants 


RosBert M. RUBENSTEIN 


Counsel, New York Preservers Association, Inc. 


their responsibilities to their consumer public and conscious of 

the fact that in serving this public they would at the same time 
be rendering a real service to themselves and the industry they repre- 
sent, promulgated a code of rules covering sanitation in their plants. 
As members of a trade association dedicated to promote their mutual 
welfare and to further their ideal of producing quality merchandise only, 
they voluntarily pledged strict adherence to this code. 


R iiciscespon a group of enlightened food processors, alert to 


History of Sanitation Reviewed 
To appreciate the real significance of such a radical innovation 
(undertaking self-regulation not under compulsion of a regulatory 
body) it might be well to review briefly the history of sanitation gen- 
erally, and food plant sanitation in particular. 


Sanitation Defined 
Sanitation is defined by Webster as ‘‘relating to the preservation 
or restoration of health” and being “occupied with measures or equip- 
ment for improving conditions that influence health.” We shall see how 
that meaning gradually evolved through the ages. 


Primitive Man and Sanitation 


Primitive man was little concerned with sanitation. He obtained 
his water from the nearest stream and followed the line of least resist- 
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ance in disposing of his waste. He drew his water upstream and threw 
his waste back into the water downstream, so that his neighbors farther 
down the river got a taste of his contamination. 


Early sanitation was concerned merely with water supply and 
sewage. In the Bible, we find mention of man’s first attempts to get 
wholesome water from wells. In the Book of Genesis we read about 
Rebekah drawing water from the well to quench the thirst of Abra- 
ham’s servant and in the Book of Deuteronomy we find mention of the 
disposal of excreta. 


Although there is evidence of the construction of aqueducts, sewers, 
and baths too, in Athens, Carthage, and Jerusalem, even before the 
old Roman Empire, it was left to the Romans, during the glory of the 
Empire, to occupy themselves with sanitation on a grand scale. They 
built great aqueducts which carried water for miles, and the tremendous 
quantities of water which they brought to the City necessitated the 
building of adequate drains. Curiously enough, the first sewers of 
Rome antedated the first aqueduct. They were built between 800 and 
735 B. C. During this era, bathing became popular and great public 
baths were built for the poor, while the rich had their own private lux- 
urious bathing establishments. 


Decline in Sanitation with Fall of Roman Empire 


With the fall of the Roman Empire came a decline in sanitation, 
and the Romans fell back into careless and filthy habits. Except for the 
dietary laws of the Hebrews, little thought 
was given to the subject of sanitation until 
the nineteenth century. Even then, the 
efforts of the sanitarian of that day were 
directed simply towards improving the 
water supply, and, somewhat later, to 
proper sewage disposal. 


British Sanitation 


The British seemed to have given more 
and earlier attention to the matter of sanita- 
tion than any other people. We learn from 
a speech made by Sir James Crichton- Rosert M. RuBENSTEIN 
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Browne at a conference of the Sanitary Inspectors Association, held at 
Bournemouth on September 7, 1904, that, in 1665, the Lord-Mayor and 
Aldermen of London sought to end the plague in that city by “entering 
orders” on practical sanitation. These sanitary measures were entirely 
limited to matters of cleanliness pertaining to the residents of London, 
and had to do with the water supply, disposal of sewage and the han- 
dling of the dead and their effects. 


In a lecture on sanitary reform given by Alexander Thompson, 

Esq., on November 4, 1859, before a meeting of the Aberdeen Ladies’ 
Auxiliary Sanitary Association, he said: 
“Sanitary reform embraces all measures by which the life and health of man can be 
preserved and prolonged—whether by great public undertakings, enforced by acts 
of Parliament and carried out by Public Boards, or petty daily actions within our 
own homes, all having one object in view, the good sanitary condition of the com- 
munity—and you must at once see that this is a matter in which we are all equally 
dependent on each other.” 

Thompson listed “three great elements or agents in sanitary 
reforms, and these are air, water and light.’ All three elements, he said. 
could be summed up in one word: “Cleanliness.” 


Manufacture of Food in Factories Not Known 


Up to this point we find no mention of sanitation in connection with 
industrial plants. This is easily explained since the concentration of 
large numbers of persons in single manufacturing establishments and 
the manufacture of foods in factories instead of at home was not yet 
known. Food was prepared at home and ordinarily consumed imme- 
diately. 

Development of Food Preservation 


The first attempts at sanitation in connection with food manufac- 
ture came with the need for the preservation of foods. An Italian Abbe, 
Spallanzani, experimented with meat extract solutions, heating them 
in closed flasks, and in 1765 discovered that by this application of heat, 
foods could be preserved. About 30 years later, Nicholas Appert in 
France began experimenting with food preservation, and in 1804 estab- 
lished that foods could be preserved by heat in sealed glass containers. 
During this period, similar work was done by Steele of Sweden and 
Durand and Saddington of England. 
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Air Theory in Food Spoilage 


The early experimenters proceeded on the theory that it was the 
air which spoiled foods which were left exposed. They knew nothing 
of the action of bacteria or of other microorganisms, nor were they 
concerned with filth as a breeding place for disease-bearing germs. 


Milk First Investigated 
Bacteriology, from 1865 to 1885, made rapid strides, and by 1895 
food investigation began in earnest. Milk, of course, was the first item 
to which the investigators gave their attention, and the success they had 
with it from a sanitary viewpoint is common knowledge. Today the 
milk industry is outstanding among all others for its control of sanita- 
tion from the farm, through the plant, to the consumer. 


Bacteria Discovered 


The men working on the preservation of foods found that food 
spoilage is due, in large measure, to the presence of large numbers of 
microorganisms which under favorable conditions multiply greatly, 
thereby rendering the food unfit for consumption. They found that 
filth prodigiously promotes the growth of all types of microorganisms, 
particularly bacteria, and that foods are harmful to health when patho- 


genic bacteria or other harmful organisms are present. They developed 
methods of examining both raw materials and finished products to deter- 
mine their bacterial content, and finally they developed methods of 
eliminating such bacteria, thus preserving the food and keeping it safe 
for human consumption. 


Legislation and Regulation 

These investigations led to the realization of the importance of 
sanitation in fields other than water and milk, and we now begin to find 
legislation governing the subject. Regulatory agencies to control and 
supervise the food supply and other health matters were created by 
Federal, state and local authorities, each seeking the widest possible 
scope, so that to-day overlapping jurisdiction has resulted in consid- 
erable confusion and duplication of effort. 


New York City Health Organizations 


In 1866, the Metropolitan Board of Health was organized with 
jurisdiction over health matters in New York City and its suburbs. 
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In 1870, the New York City Department of Health came into 
being, and, the first sanitation code affecting this city was then promul- 
gated. This Act attempts to embrace the entire field of sanitation inso- 
far as it affects the health and the welfare of its citizens. Sanitation 
in food plants is controlled by requiring permits, in most cases renew- 
able annually. Before the permit is issued or renewed, the premises, 
equipment and processes are inspected for determination of compliance 
with the provisions of the Sanitary Code, and supervision of the food 
supply is also attained through efforts to educate the manufacturers, 
dealers, and the public. In the case of the sale or manufacture of foods 
at wholesale, the new Wholesale Division of the New York City De- 
partment of Health supervises the sanitary conditions and food produc- 
tion in all such establishments. Similar local agencies supervise food 
manufacture and sale in other municipalities and political subdivisions 


of the several states. 


State and Federal Health Agencies 


In addition, state agencies exercise similar authority, particularly 
over food products which are produced and marketed wholly within 
the State. 

Finally, we have the supervision over foods by Federal agencies, 
the most important of which are the United States Public Health Serv- 
ice and the Food and Drug Administration of the Federal Security 
Agency, and the Meat Inspection Division, Livestock and Meats Divi- 
sion of the United States Department of Agriculture. 


The Meat Inspection Division 


The Meat Inspection Division exercises control over meat and 
meat products moving in interstate commerce. It provides for ante 
mortem and post mortem examination of animals slaughtered for meat, 
and for inspection of meat packing plants to insure proper sanitation. 


Duties of the United States Public Health Service 


The United States Public Health Service supervises milk and 
water used on interstate carriers and participates in the control of shell- 
fish. It also engages in educational activities with respect to food con- 
trol, recommending standards and codes, such as, for example, the 
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Standard Milk Ordinance, the Restaurant Sanitation Code and Ordi- 
nance, and the Frozen Desserts Ordinance and Code, and disseminates 
information on rodent elimination, trichinosis control, etc. It also com- 
piles and publishes statistics on health, sanitation, outbreaks of disease 
and similar matters. 


The Food and Drug Administration 


The Food and Drug Administration exercises actual direct food 
control over all foods moving in interstate commerce, except meats 
inspected by the Meat Inspection Division. 


Federal Legislation Reviewed 


While it is not the purpose of this paper to enter upon a lengthy 
dissertation on the history of the Food, Drug, and Cosmetic Act, a 
brief review is here presented to complete the picture of the history 
of sanitation. 


The forerunner of the present Federal food and drug regulatory 
law was enacted on August 30, 1890 (Chapter 839, Section 2, 26 Stat. 
415). This Act prohibited the importation into the United States of 
adulterated or unwholesome foods or liquors. The penalty provided for 
a violation was forfeiture of the questioned item. 


In 1906, the Wiley Act was passed, designed for “preventing the 
manufacture, sale or transportation, of adulterated, or misbranded, or 
poisonous, or deleterious foods, drugs, medicines, and liquors, and for 
regulating traffic therein.” It prohibited the manufacture of such prod- 
ucts in the territories and the District of Columbia, but constitutional 
limitations prevented Congress from prohibiting such manufacture in 
the states. This limitation was largely overcome, however, by the pro- 
hibition of the introduction of such articles in interstate commerce. 


Present Food, Drug, and Cosmetic Act 


The present Federal Food, Drug, and Cosmetic Act, known as 
the Copeland Act, was enacted into law on June 25, 1938. 
One of the significant improvements of the new Act over the 1906 


Act is its prohibition against traffic in foods, drugs, and cosmetics which 
have been prepared or handled under insanitary conditions. 


The Coming of Age of Sanitation 





Section 402(a)(4) of the 1938 Act provides that a food shall be 
deemed to be adulterated “if it has been prepared, packed, or held 
under insanitary conditions whereby it may have become contaminated 
with filth, or whereby it may have been rendered injurious to health” 
(italics added). Section 501(a)(2) and Section 601(c) make similar 
provision with respect to drugs and cosmetics. 


To point up the serious consequences of the disregard of sanita- 
tion in food plants, there are set forth below several cases brought 
in the Federal Courts under the above cited sections of the 1938 Act. 


Triangle Candy Company v. U. S. 
144 Fed. (2d) 195 


In one recent case, the Court held that under the new Act, Gov- 
ernment inspectors could examine a plant at a date not far removed 
from the time of the manufacture of the product, and where they found 
rats, cockroaches and unclean candy-making machines, such evidence 
was held sufficient to support the finding that the product was manu- 
factured under insanitary conditions, despite evidence to the contrary 
produced by the defendant. 


In this case, an analysis of three pounds of candy disclosed’ the 
presence of two small rodent hairs in one of three one-pound subdi- 
visions, and a subsequent inspection of two pounds of the candy re- 
vealed the presence of three insect larvae, fragments, and two rodent 
hairs. It was held that such candy was adulterated although the pro- 
portion of alien substances might not have been high, and independent 
analysis of samples of other portions of the candy disclosed no adul- 
teration whatsoever. 


U.S. v. Mose A. Lazare Doing Business as Sioux City Bakery 
56 Fed. Supp. 730 


Bakery products were held to be prepared under insanitary con- 
ditions within the meaning of Section 402, when rodents, silver fish 
bugs, cockroaches and flies were found in the storage and workrooms 
in contact with the products. Evidence that the products were not 
injurious to health was held to be immaterial. The term “‘insanitary 
conditions” was construed to have its usual and ordinary meaning. 
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In this case, the defendant claimed he was “doing the best he could 
under the circumstances” to comply with the statute. The Court held 
that this was not a defense since the Act forbids the doing of certain 
things categorically, and its prohibitions cannot be avoided by the 
defendant's good intentions. 


U.S. v. McGraw Candy Company 


In the case of UW. S. v. McGraw Candy Co. (DC Ala. 1943), 
Federal Security Agency Notices of Judgment under Federal Food, 
Drug, and Cosmetic Act, Foods, No. 8151, the defendant's factory 
was found to be infested with rats. The Court held that candy manu- 
factured and prepared in a factory infested with rats and rat pellets 
was prepared under insanitary conditions. 


See also LU. S. v. Gerber Products Co. (DC Mich. 1944). 


Manufacturers Join Together 


As the preparation of foods became more and more the province 
of manufacturers, their responsibilities for the production of their prod- 
ucts under sanitary conditions became increasingly greater. Manufac- 
turers of similar products joined together in trade associations to further 
their interests. Although, in most cases, individual manufacturers 
showed little or no inclination to promote sanitation, the associations, 
through their officers and executive directors, became cognizant of the 
benefits to be derived from sanitation and began working with gov- 
ernmental authorities to educate their members. 


Work of the National Canners Association 


Among the first to recognize the importance of sanitary control 
in food production was the National Canners Association. It has estab- 
lished research laboratories to improve the quality and purity of its 
members’ products, has sponsored a number of meetings devoted to 
plant sanitation, and has held a series of instruction courses in that 
subject. 


Training Course in Plant Sanitation 


At its request, an eight weeks special training course in plant sani- 
tation was organized in 1945 at the School of Public Health of the 
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University of California. A Preliminary Draft of a Sanitation Manual 
for Food Industries was prepared by the members of this class under 
the supervision of their instructors. The class was divided into groups 
and each group was charged with the responsibility of preparing one 
chapter of this preliminary draft. This draft included such topics as 
Rodents and Insects, Water Supply, Sewage and Industrial Wastes, 
Cleaning and Sanitizing, Construction and Equipment, Warehousing, 
and Industrial Safety and Housekeeping. Chapters were also prepared 
on Sanitation Facilities and Industrial Hygiene, Feeding and Housing, 
Laboratory Aids, and Sampling and Inspection Techniques. While the 
result of the efforts of these students was the preparation of a prelimi- 
nary draft, it is apparent from a reading thereof that they made a care- 
ful study of the entire subject of sanitation. 


Food Plant Sanitation Symposium 


That plant sanitation was considered of greatest moment by gov- 
ernment officials is apparent from the emphasis placed on the subject 
by agencies charged with supervision over foods. This was illustrated 
very clearly at the annual meeting of the Central Atlantic States Asso- 
ciation of Food and Drug Officials, held in May 1946. A food plant 
sanitation symposium was conducted at that meeting, at which papers 
on food plant sanitation on the Federal, state, and city levels were read 
by Federal, state, and city officials. These papers were assembled under 
the title ““A Special Publication of the Central Atlantic States Associa- 
tion of Food and Drug Officials,”’ published by that Association. 


Reluctance To Comply with Sanitation Requirements 


By way of recapitulation, we find now that plant sanitation has 
reached a point where its great importance in food production is 
recognized both by industry and government. Regulation by govern- 
mental agencies, however, has become complex and various conflicts in 
authority appear. A great many processors are reluctant to comply 
with regulatory requirements as to sanitation because of the expense 
involved, particularly where compliance would necessitate investment 
in new equipment, or remodeling, or repairs to their factory premises. 
Besides, there always remains the doubt in their minds that, having 
met the requirements of one agency, they may find their efforts at com- 
pliance unsatisfactory to another governmental body. 
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Development of Sanitary Manual 

This brings us to the Sanitary Manual mentioned at the outset 
of this paper. 

The members of the New York Preservers Association, Inc., a 
trade association composed of manufacturers of jams, jellies, and pre- 
serves, recently decided that they ought to have a single set of rules 
for sanitation in their plants, which would apply to all in their industry, 
and which would enable them to produce finished products of the highest 
purity under the most ideal sanitary conditions. 


Accordingly, a Sanitary Committee was appointed, consisting of 
several manufacturer members, the Chemist of the Association, and its 
Counsel. This Committee received the wholehearted cooperation of the 
New York City Health Authorities, and, after careful study and prep- 
aration, evolved a code of rules for sanitation which, while particularly 
slanted towards the preserve industry, may well serve as a model for 
any food plant. 

This was to be a voluntary code. To secure the full cooperation 
of every member, the rules had to be simple and practical. At the same 
time, proper regard had to be given to present and possible future gov- 
ernmental regulations and requirements. Also, attention had to be given 
to the health and welfare of the workers engaged in the industry. This 
was equal in importance with the sanitary handling of the products 
themselves. 

With these considerations in mind, the Manual was divided into 
eight main divisions: 

1. Plant facilities 
Personnel 
Equipment 
Rodent and insect control 
Raw materials 
Finished products 

. Factory waste 

8. Routine sanitary practices 

Because the provisions of the Manual are simple and self-explana- 
tory, they are set forth in full below. Space will not permit an analysis 
of all of these provisions. It will be seen, however, that every con- 
ceivable phase of sanitation has been carefully covered: 
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Text of Sanitary Manual 


The rules and regulations of this Manual shall apply to all members of the New 
York Preservers Association engaged in the packing of preserves. “Packing” shall 
mean processing fruits in any manner such as canning, preserving, freezing, drying, 
dehydrating, juicing, pickling, brining, or concentrating, and enclosing such processed 
fruit, or their derivative products, in any container, whether or not hermetically sealed. 


1. PLANT FACILITIES 


1. a. Lighting. Lighting shall be supplied by natural or artificial means in the 
following intensities: 
30 footcandles measured at the eye level or at the point of operation for 
critical operations such as inspection belts, preparation tables. 
15-20 footcandles throughout the plant. 
30 footcandles at machines, kettles, coolers. 


Electric light bulbs and other glass parts of lighting fixtures, when directly above 
food manufacturing equipment or open containers of food, shall be provided with 
suitable guards to protect against breakage. 

b. Ventilation. All rooms shall be adequately ventilated either by natural or 
mechanical means, to the outer air. For processing rooms, adequate ventilation is 10 
air changes per hour. Ventilation shall be provided to reduce steam condensation to 
a minimum and to carry off to the outer air, steam, gases, odors, excessive dust or 
heat that may be generated during the process. 

c. Water Supply. If the water supply is not provided by municipal or public 
water works, it should be checked at the start of operations and at six month intervals 
to be assured of the potability of the water supply. The danger from underground 
contamination and from any possible cross connections can only be made known by 
inspection and laboratory control. 

d. Toilet and Lavatory Facilities. These rooms should be constructed for easy 
and frequent cleaning. They should have concrete or other impervious flooring. The 
rooms should be painted in light colors and should be well illuminated (15-20 foot- 
candles at 5 feet from the floor). 

These rooms should be well ventilated to the outside. All windows and open- 
ings must be screened. 

All doors to toilet rooms should be self-closing, and toilet rooms should not open 
directly into room where food is handled. 


The number of toilets should comply with the following: 


No. of persons employed Minimum No. of 
at peak season toilet facilities 

1- 9 
10- 24 
25- 49 
50-100 
over 100 

One toilet less than the number specified for men for each urinal provided, except that 

the number of toilets should not be reduced to less than 34 (two-thirds) the number 

suggested. 
Toilet paper should be provided and supply be maintained. 
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There should be one wash basin with adequate water supply for every 10 em- 
ployees up to 100 persons, and one wash basin for each additional 15 employees. 
Twenty-four inches of sink with individual faucets may be considered equal to one 
basin. Hot and cold water should be provided for handwashing, (in combined hot 
and cold water) by mixing taps. Supplies of liquid or powdered soap in dispensers, 
clean individual towels, and containers for the disposal of paper towels and other 
waste material should be provided. A covered receptacle for the disposal of used 
sanitary napkins should be provided in each compartment of the women’s toilet 
facilities. 

All water closet fixtures, compartments and vestibules shall be kept clean, sani- 
tary and in good repair. 


e. Drinking Fountains. One fountain per 50 employees. The fountain should 
be conveniently located, should be regularly cleaned and should have adequate water 
pressure at all times. The side-delivery, inclined jet fountain, with the orifice located 
above the rim of the bowl is the type preferred. Drinking fountains should not be 
located over sinks used for washing hands or in toilet rooms. Drinking water should 
not be cooled below 45 degrees to 50 degrees F. 


f. Locker Rooms. There should be a rest room for women and a locker room 
for men. These rooms should be well ventilated and maintained in a clean, orderly 
condition. Metal lockers should preferably have sloping tops, and be flush with the 
floor. Nothing should be permitted to be stored under or on top of the lockers. Indi- 
vidual lockers should be adequately ventilated and should be cleaned at weekly inter- 
vals. A comfortable temperature of approximately 70 degrees F. should be maintained 
in the locker and rest rooms. 

The women’s rest room should have the number of cots required by the N. Y. S. 
Dept. of Labor. The linen on such cots should be properly maintained and changed 
frequently. 


g. First Aid Facilities. First aid facilities should be maintained under the super- 
vision of a person trained in first aid. If there are 100 employees or over, a trained 
industrial nurse should be employed. Adequate complete records should be maintained 
for all cases treated in the first aid room. The first aid facilities should include equip- 
ment and material recommended by current approved medical practice. 


h. Plumbing Fixtures. Plumbing fixtures shall be properly connected, vented 
and drained and so installed as to prevent possible contamination of city water supply 
or other potable water supply. Every water supply outlet or connection to a water 
supply fixture or appliance shall be protected from back-flow into the water system. 
The outlet end from which potable water flows shall be spaced above the flood level 
rim of the receiving receptacle a distance sufficient to provide a safe minimum air gap. 
Where the operation inherently requires that the water outlet end be at times sub- 
merged, such a device, fixture, or apparatus may be used if provided with an approved 
back-flow preventer (also known as vacuum breaker) and a check valve; the check 
valve shall be inserted between the back-flow preventer and the fixture. This applies 
to any hose connected to a potable water supply and submerged in receptacles con- 
taining liquids. No outlet end or nozzle of the hose shall at any time be permitted 
to lie on the floor. All plumbing and fixtures shall be maintained in good working 
order. 

i. Utility Sinks and Water Supply. There shall be provided suitable utility 
sinks with an adequate supply of hot and cold running water available at all times 
when needed for the washing of utensils, equipment and other appurtenances. 
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j. Walkaways. Unprotected walkaways should not be constructed over flumes 
or preparation lines. Where such walkaway locations are necessary, they should 
have tight bottoms and high sideboards. 

k. Overhead Construction. Overhead pipes, beams, and other structures should 
be cleaned at frequent intervals preferably by means of vacuum. Condensation on 
overhead pipes should be guarded against by means of properly wrapped pipes and/or 
drip pans. 

1. Construction of Walls, Ceilings and Floors. Walls and ceilings shall be of 
a smooth, hard material and shall be kept clean, sanitary, and in good repair. Unless 
constructed of non-rusting metal, the walls and ceilings shall be kept well-painted with 
a light colored water-proof paint. The most desirable materials for walls are glazed 
tile, glazed brick, smooth cement, or other non-absorbent material. Where walls may 
be splashed with fruit acid the cement bond shall be acid resistant. Ceiling shall be 
smooth cement or other non-absorbent material. 

Floors shall be smooth, hard and water-tight. They should be kept clean, san- 
itary, and in good repair. The floors shall be constructed of smooth cement, or tile 
laid in cement, or other hard non-absorbent water-tight material, graded and drained 
to properly trapped and sewer-connected drains. In such cases, the juncture formed 
by the wall and floor shall be coved, and the water-proof material extended to a 
point at least six inches above the floor. New construction and large section replace- 
ments shall be of acid, brine and sugar-resistant cement. 

m. Lunch Room. Eating should be confined to areas specified and metal scrap 
containers with covers shall be provided. 

n. Steam. An ample supply of steam, water hose connections, etc., shall be 
available for cleaning. 

o. Roads. All roads under control of the plant which might contribute dust to 
the room in which processing is being done should be oiled or layered with suitable 
dust preventative material. 


2. PERSONNEL 


a. Dress. The personnel should be required to maintain cleanliness in dress 
and in personal habits. They should be required to wear clean, washable, outer 
garments. 

b. Contagious Disease. No person who is affected with any disease in a com- 
municable form or is a carrier of such a disease shall work or be permitted to work 
in a preserve establishment. 

c. Head Covering. All persons engaged in manufacture or packing of preserves 
should be required to wear a head covering which will prevent hair from falling into 
the product. 

d. Washing of Hands. Employees should be required to wash their hands 
before beginning work and when returning to work after any absence, particularly 
after using the toilet. Notices shall be conspicuously posted above or near wash sinks 
directing all to wash and clean their hands immediately after use of the toilet. 

e. Tobacco. The use of tobacco in any form should not be permitted where it 
might contaminate the product. 

f. Spitting. Spitting on the floor of the plant should be prohibited. 

g. Personal Effects. Personal effects shall not be allowed to collect in the 
processing rooms, lofts, warehouses, or in any building used for the processing and 
storage of raw or processed food, or material. 
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3. EQUIPMENT 


a. Construction. Apparatus, utensils, devices, machines, piping, and appurte- 
nances thereof, and tops of tables and work benches, shall be so constructed as to be 
readily taken apart, and shall be made of metal preferably or other hard non-absorbent 
rust and corrosion resistant material so as to facilitate cleaning, and shall be so placed 
that all parts are accessible for cleaning, inspection and maintenance. 


Valves—Two types of valves are acceptable to the N. Y. C. Department of 
Health at the present time: 

1. Sanitary plug-type.* 

2. Compression type.** 


Valves may be of stainless steel, bronze, or any other resistant material provided that 
they can be readily taken apart for cleaning. They must be smooth on the inside, 
and well-machined. 

Kettles—Kettles made from stainless steel, or copper are acceptable to the 
N. Y. C. Department of Health. Aluminum is not acceptable because of pitting caused 
by food acids and alkalies. Heavy duty scraper type agitators should be made acces- 
sible for cleaning. 

Other Equipment—Supplements will be issued from time to time to cover the 
various types of equipment used in the Preserving Industry to show whether there is 
objection by the N. Y. C. Department of Health to their construction. 

b. Cleaning of Equipment. Benches, tables, apparatus, devices, utensils, con- 
tainers, vehicles, machines; piping and other equipment and appurtenances thereof, 
used in a food establishment shall be kept clean and sanitary. The recommended 
practice is to clean all such equipment after each day's use with hot water and a 
suitable detergent, followed by a sanitizing solution such as Hypochlorites or a quatar- 
nary ammonium compound, and rinsed by flushing with hot water. This equipment 
should then be stored so as to be kept free from contamination until used again. 

A selected and well-trained crew working under the supervision of a qualified 
supervisor should be provided. It is desirable to establish detailed clean-up schedules 
for plant equipment and facilities. 

Wood is an unsatisfactory material for the construction of equipment in food 
plants. All equipment should be designed with ease of sanitary maintenance a major 
consideration. 

There should be no accumulation of debris, unused equipment, or unnecessary 
material in the plant. 


4. RODENT AND INSECT CONTROL 


a. Insects. All openings to the outside should be effectively screened. Breeding 
places should be eliminated by oiling and chemical sprays. Raw materials brought 
into the plant should be promptly inspected, sorted, trimmed, and washed if necessary. 
The plant should be kept clean and free of spillage. Cracks or hiding places should 
be eliminated. 

An approved exterminator should be called in to control the insect problem. He 
should be familiar with the proper safety measures involved and he should guard 
against contamination of food or equipment when using insecticides. 


* Standard milk valve—Available from many sources. 
** Designed for the Food Industry by the Cherry-Burrell Corp. and will be available 
in stainless steel. 
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b. Rodents. Rodents may contaminate the product by urine, droppings, or hair. 
Factory buildings or warehouses should be rodent free. Overhead beams and pipes 
are used as‘ rodent runways and they should therefore be inspected and cleaned at 
regular intervals. All work surfaces should be cleaned before beginning the day's 
operations. 


A rodent control program should be instituted and maintained. This should 
include: 
Building out the animals. 
Trapping by means of traps and glue boards. 
Poisoning program under the supervision of an approved exterminator. 
Elimination of harborage in the plant. 
Eradication program around the plant. 
6. Elimination of food not pertinent to operations that rodents live on. 


c. Animals.’ Cats, dogs, birds, or other animals should not be allowed in the 
plant. 


5. RAW MATERIALS 


a. Wholesome. Food or material used in the preparation of food shall be fresh, 
sound, wholesome, and safe for human consumption. 


Such food and material shall be kept covered so as to be adequately protected 
from dust, flies, insects, rodents, vermin, and foreign material. These products should 
not be subjected to unsanitary human handling. Raw products should not be stored 
or held during preprocessing so as to become bruised, contaminated or be available 
to rodents or insects. 


Ingredients should be protected in such a way that they will not carry contami- 
nation to the finished product. Sugar, salt, and other ingredients should be stored in 
rodent-free rooms. Current stockpiles in use outside of storage rooms should be 
stored in a clean dry place and properly protected to prevent employees from sitting 
or walking on them. 


Sacks should be cleaned by careful brushing before dumping their contents into 
mixing tanks or storage bins. The use of filters to eliminate occasional foreign material 
from syrups and brines is desirable; however, it is more desirable to prevent the initial 
contamination if possible. 


b. Prima facie evidence. The presence of food or raw material in any part of 
the establishment shall be deemed prima facie evidence of its use for human food. 
Any food unfit for human consumption shall be kept separate and apart from other 
food stuffs, denatured, marked “condemned”, and removed from the premises daily. 


ef 2 e. : P : 
The presence of prohibited coloring matter or preservatives is deemed prima facie 
evidence of its use for human food. 


6. FINISHED PRODUCT 


a. Sterilization. Fruit preserves containing the proper sugar concentration to 
be self-sterilizing need no further chemical preservative dr heat treatment when her- 
metically sealed. All other products must be properly sterilized by heat or preserved 
by permitted preservatives which must be declared on the label and made known to 
the consumer. 
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7. FACTORY WASTE 


a. Garbage Receptacles. Suitable water-tight garbage and other waste recep- 
tacles made of metal and with tight fitting covers shall be provided. Every receptacle 
shall be kept covered except when being filled or emptied. 


b. Removal. All garbage and other waste material shall be removed from the 
premises daily. Waste material and general litter shall not be allowed to collect in 
the processing rooms, lofts, warehouses, or any building used for the processing and 
storage of raw or processed food or material. All solid waste should be collected and 
removed at its point of origin and placed in metal containers with covers. 


c. Sanitizing. Immediately upon emptying, these garbage receptacles should be 
properly cleaned and sanitized. The method recommended is scrubbing with hot 
water and detergent, followed by a sanitizing solution of hypochlorites, quatarnary 
ammonium compounds or similar acting compound. 


8. ROUTINE SANITARY PRACTICES 


a. Self Inspections. It is strongly urged that each plant have someone at the 
executive level, or the services of a trained inspector to make weekly sanitary and 
food inspections. These inspections should be reported on a prepared form so that all 
points are covered. A copy of the report should be given to the department foreman 
and maintenance man. Each should be required to report back in two days the 
progress in correcting the defects found. 


b. Compete for Cleanliness Award. Stimulate competition for cleanliness. It 
pays to give awards for better cleaning. It adds interest to a dull job. 


c. Coding. Coding your products gives you a better chance of testing your 
process in the field. Code by batch and keep records of date, content, size and other 
data of each batch. 


d. Keep Things Off the Floor. Wherever possible, fill, cool and store contain- 
ers of food on racks or platforms and not on the floor. 


e. Containers. It pays to wash even new bottles and jars to remove lint, glass 
fragments and miscellaneous material found in these containers. 


f. Closures. Keep and store closures so that they are not contaminated. 


Sanitary Manual Has Proved Its Worth 


This Sanitary Manual has been in use only a short time. It has 
already, however, proved its worth to the Preservers. When we con- 
sider that, before the advent of sanitary practices in food plants, manu- 
facturers lost thousands of dollars annually through spoilage and 
contamination of raw materials, and through condemnation of finished 
products because of spoilage resulting from insanitary processing, it 
can readily be seen that sanitation and good housekeeping pay high 
dividends. At the same time, the consumer public gets good wholesome 
products produced under conditions of purity and sanitation. 
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Recommendation If Similar Manuals Planned 


One final word of caution to industries or individual manufacturers 
who may be prompted by the publication of this Sanitary Manual to 
set about promulgating a similar one to meet their own individual 
requirements: The preparation of a Manual of this kind is highly com- 
mendable. Unless it is strictly adhered to, however, it becomes nothing 
more than an ornament on desk or shelf. If carefully prepared and 
intelligently followed, any effort expended in setting up such a code of 
rules, and any expense required to comply with it, will be rewarded, not 
alone in dollars and cents, but in the satisfaction and pride that comes 
in the knowledge that a product has been produced which is clean and 
wholesome. Consumer acceptance and the continued success of the 


[The End] 


business is assured. 
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A Legislative Monument 
to Senator Royal $. Copeland 


Oe SALTHE 


Executive Secretary, The Nutrition Foundation, Inc. 


HAVE BEEN ASKED to prepare a statement on the part played 
by Senator Royal S. Copeland of New York in the enactment by 
Congress of the Federal Food, Drug, and Cosmetic Act of 1938. 
It would require more space than can be allotted to this statement to 
give a complete account of the part played by Senator Copeland in the 


passage of this law.’ 


On June 12, 1933, at the first session of the Seventy-third Con- 
gress, Senator Copeland, at the request of Walter G. Campbell, Chief 
of the Food and Drug Administration, then part of the United States 
Department of Agriculture, introduced a bill providing for the revision 
of the Food and Drug Act of 1906. It was not until June 13, 1938, five 
years later, at the Third session of the Seventy-fifth Congress that the 
Federal Food, Drug, and Cosmetic Act was passed. It was signed by 
the President on June 25, 1938. 


It is necessary to relate some of the legislative history of the law to 
show that it was due to Senator Copeland's persistence and patience, 
his fairness and courage, his long experience and resourcefulness as a 


1The writer of this statement was closely associated with Senator Copeland over a 
period of twenty years from the time of his appointment as Health Commissioner of the 
City of New York in 1918 until his untimely death in 1938. During the five years when 
the Federal Food, Drug, and Cosmetic Act was being considered by Congress, he was 
Senator Copeland's special adviser. He served as the liaison between the Senator, the 
consumer and industrial groups, and the Food and Drug Administration. 
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legislator and his devotion to the public, that the Federal Food, Drug, 
and Cosmetic Law was finally enacted; a statement which I am certain 
will be attested to by the officials of the Food and Drug Administration, 
who initiated the movement to revise the Food and Drug Act of 1906. 


As a matter of record, immediately following the signing of this 

law by the President, the United States Department of Agriculture is- 
sued a press release stating in part: 
“This is a law of far-reaching importance to every person in the United States. It 
greatly strengthens the protection given the health and purses of consumers. It will 
stand as a legislative monument to the memory of the late Senator Royal S. Copeland 
of New York who worked unremittingly for a really effective measure. It represents 
a great advance in public protection.” * 

The judicial interpretations of this law to-date have more than jus- 


tified the statement of the United States Department of Agriculture. 


Senate 1944, Seventy-third Congress 


As stated, the revision of the Food and Drug Act of 1906 was 
initiated by the Food and Drug Administration, then headed by Walter 
G. Campbell, with Dr. Paul B: Dunbar and Charles W. Crawford his 
chief assistants. The Chairman of the Agricultural Committees of both 
Houses of Congress had been requested by the Secretary of Agriculture 
to sponsor a revision of the Food and Drug Act of 1906. When they 
refused, Mr. Campbell asked Senator Copeland to introduce the Depart- 
ment’s bill, which became known as Senate 1944. The Senator had no 
part in the preparation of this bill. He introduced it in the exact 

form in which it was handed to him by 
Mr. Campbell. 

According to a press release issued by 
the United States Department of Agricul- 
ture, the bill had been prepared under the 
direction of the Assistant Secretary, R. G. 
Tugwell, Walter G. Campbell, Chief of the 
Food and Drug Administration, and the 

* Senator Copeland died suddenly four days after 
the passage of this law. His death was due primarily 
to overwork. In the hot days preceding the adjourn- 
ment of the Seventy-fifth Congress, he was chairman 
simultaneously of seven different conference commit- 
tees, representing House and Senate, charged with the 


responsibility of composing differences between the 
OLE SALTHE two branches in respect to important legislation. 
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Solicitor’s Office of the Department of Agriculture. It had been approved 
by the Department of Justice. Among the more important provisions of 
the bill, the Secretary of Agriculture was given authority to prevent 
false advertising of foods, drugs, and cosmetics and to establish tol- 
erances for added poisons in foods. Other provisions included the 
bringing of cosmetics within the jurisdiction, for the first time, of officials 
enforcing the Food and Drug Act, and the authorization of the Secretary 
of Agriculture to promulgate definitions for standards of food which 
would have the force and effect of law. Authority was also to be given 
to the Secretary to control drug products on the basis of therapeutic 
claims which were contrary to the general agreement of medical opinion. 
Another important section provided for more informative labeling of 
foods and drugs. The limitations of the Food and Drug Act of 1906 
were such as to make impossible the achievement of these purposes. 


After its introduction, Senator Copeland had the bill referred to the 
Commerce Committee of the Senate, of which he was the ranking mem- 
ber. Subsequently, Senator Copeland was appointed Chairman of a 
Subcommittee of the Commerce Committee to hold public hearings on 
Senate 1944. The first hearings were held December 7 and 8, 1933, 
with Senator Copeland presiding as Chairman. The bill drew the criti- 
cal fire of representatives of the food, drug, and cosmetic industries, the 
publishers, and advertising agencies. Sixty-four national organizations 
and associations were heard. Senate 1944, which by this time was 
known as the “Tugwell Bill,"’ was severely criticized by representatives 
of the three industries affected and by the representatives of the pub- 
lishers and advertising agencies. In general, it was alleged that under 
the guise of correcting certain abuses, a bill had been drafted which gave 
dictatorial powers to the Secretary of Agriculture over grading, labeling 
and advertising for the entire food, drug, and cosmetic industries. The 
representatives of consumer organizations favored the bill, although one 
consumer organization challenged the fitness of Senator Copeland to 
sponsor such a bill because he was giving health talks on the radio which 
were sponsored by a food manufacturer.* 

% Senator Copeland, while Health Commissioner of the City of New York, was one of 
the first health authorities to bring the problems of health and food to the people direct 
through the medium of articles written in simple lay language. His articles were syndi- 
cated in over two hundred newspapers in the United States. He was also one of the first 


medical authorities to give health talks over the radio. He was nationally known for 
his writings and radio broadcasts on health problems. 
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At the conclusion of these hearings, Senator Copeland had unmis- 
takable evidence that he had a highly controversial piece of legislation to 
handle and that any bill providing for the revision and extension of the 
Food and Drug Act of 1906 would have a hectic and tempestuous road 
to travel before it would win final approval by Congress. His problem was 
to compose the wide differences of opinion and pass a law which would 
strengthen the protection of the public against abuses which could not 
be corrected under the outmoded Food and Drug Act of 1906. It also 
was apparent that his problem was to be further complicated by the 
fact that the question of jurisdiction over the regulation of false adver- 
tising would become a serious factor. The Federal Trade Commission 
contended that the regulation of false advertising was a function which 
Congress had delegated to the Commission. This question of jurisdiction 
was later to develop into one of the most difficult barriers to overcome 
in the prompt passage of this bill. 


Senate 2000, Seventy-third Congress 


On January 4, 1934, at the opening of the second session of the 
Seventy-third Congress, Senator Copeland introduced a new bill known 
as Senate 2000, which was a complete revision of Senate 1944, having 
been revised by the Senator with the assistance and cooperation of the 
representatives of the Food and Drug Administration. All subsequent 
bills introduced by Senator Copeland were prepared under his immediate 
supervision, but always with the cooperation of the Food and Drug 
Administration. The Senator was fully conversant with each and every 
provision of these bills and no changes were made in them without his 
personal approval. 

Early in the consideration of this law, Vice-President John N. 
Garner had advised Senator Copeland that a law as controversial as the 
Food and Drug Law should first be passed by both Houses and then 
re-written in conference. This was the eventual course which was fol- 
lowed in the enactment of this law. 


Vigorous and Persistent Battle Waged 


From the time Senator Copeland introduced the revision of Senate 
1944, and until its final approval on June 13, 1938, Senator Copeland 
waged a vigorous and persistent battle for the passage of this law. He 
appealed for its passage over the radio, he held innumerable conferences 
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and meetings with members of his own committee, with Senators and 
Congressmen whose constituents were interested in various phases of 
the law, with the Food and Drug Administration, with other representa- 
tives of the Department of Agriculture, the Department of Commerce, 
the United States Public Health Service, the Federal Trade Commission, 
state and municipal food and drug officials, with representatives of the 
consumer organizations, with medical organizations, with health organi- 
zations, and with representatives of all the different segments of the food, 
drug, and cosmetic industries, including producers, manufacturers, 
wholesalers and retailers. 


When consideration was given to the value of the products manu- 
factured by the food, drug, and cosmetic industries, which at that time 
were reported by the Bureau of Census of the Department of Commerce 
to be close to twelve billion dollars annually, that one billion two hundred 
million dollars were being expended annually for advertising, and of 
the 44 leaders in advertising who spent more than one million dollars in 
1937, 22 were food, drug, and cosmetic manufacturers, it was not difficult 
to understand why these industries were concerned about the extension 
of the regulatory controls of their businesses. Senator Copeland frankly 
stated that the criticisms of the bill by the industries were not all obstruc- 
tive. He said he found much of the criticism constructive. Senator Cope- 
land took the position that all the wisdom concerning regulatory control 
was not exclusively on the side of those who drafted or sponsored this 
bill. He also recognized that many segments of the industries affected 
were interested in the protection of the public; he appreciated that a large 
part of their concern was against the setting up of barriers which would 
unnecessarily restrict their freedom of operation and were unjustified in 
the public interest. In the Senate Committee reports on Senate 5 which 
were prepared by Senator Copeland, he stated: 

“This bill has been prepared with three basic principles in mind: First, it must not 
weaken the existing laws; second, it must strengthen and extend that law's protection 


of the consumer, and third, it must impose on honest industrial enterprise no hardship 
which is unnecessary or unjustified in the public interest.” 


Danger of Weakening Amendments 


The task confronting Senator Copeland of composing the differences 
of the contending groups without agreeing to weakening amendments 
at times seemed almost insurmountable. In the course of the considera- 
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tion of these bills, some of the proponents of the bills lost confidence and 
expressed the feeling that it would be better to abandon the revision of the 
old law if it meant the weakening of any of its enforcement provisions. 
Some of the proponents went so far as to say that they were afraid that 
the Senator was emasculating the law. Even the President, who had sent 
several messages to Congress advocating the revision of the Food and 
Drug Act of 1906, became concerned because of information given to 
Mrs. Roosevelt. He sent a confidential message to the Majority Leader 
of the Senate, advising him that he had been informed that the Copeland 
Bill did not strengthen the existing law; in fact he feared a contrary 
result. 


I relate this to show the stress that Senator Copeland was con- 
tinuously subjected to during the consideration of this law. Through this 
adverse criticism, Senator Copeland maintained his poise and he never 
gave up working for a stronger law. 


Senate 2800, Seventy-third Congress 


Senator Copeland was successful on March 15, 1934, in having the 
Commerce Committee of the Senate report favorably on Senate 2800, 
an amended version of Senate 2000; but despite persistent efforts on his 
part, the Seventy-third Congress adjourned without action on this bill. 


Senate 5, Seventy-fourth Congress 


At the opening of the first session of the Seventy-fourth Congress, 
Senator Copeland was appointed Chairman of the Committee on Com- 
merce of the Senate, which post he held until his death. He again intro- 
duced a food, drug, and cosmetic bill, which was assigned number 
Senate 5, and became known as the “Copeland Bill." Senator Copeland 
was successful in having Senate 5 reported favorably by the Commerce 
Committee. When the bill came up for debate on the Senate floor, 
however, Senator Copeland ran into vigorous opposition from other 
members of the Senate. The opposition was so strong that the Senator, 
rather than gamble on a negative vote, which would have killed the 
possibility of passing any bill during this session, withdrew the bill from 
further debate. After a series of conferences with representatives of 
industry and of the Food and Drug Administration, Senator Copeland 
was successful in having the debate on Senate 5 resumed, and on May 
28, 1935, Senate 5 was passed by the Senate and referred to the House, 
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where it was referred to the Committee on Interstate and Foreign Com- 
merce. Hearings were then held by a subcommittee of the Committee 
on Interstate and Foreign Commerce, but no action was taken until 
toward the end of the Second session of the Seventy-fourth Congress 
when, on May 22, 1936, Senate 5 was reported by the House Committee 
with amendments. On June 19, 1936, the last day of the Seventy-fourth 
Congress, the House passed Senate 5 with amendments. The Senate 
disagreed with these amendments and asked for a conference with the 
House. The conference finally agreed on all provisions of the law with 
the exception of where jurisdiction over false advertising of foods, drugs, 
and cosmetics should be placed. As a final compromise, Senator Cope- 
land suggested that the Federal Trade Commission be given jurisdiction 
over all advertising excepting advertising affecting public health, and that 
the jurisdiction over such advertising be invested in the Food and Drug 
Administration. This amendment was agreed to by all the conferees, 
and Senator Copeland obtained the approval of the Senate to this amend- 
ment and the acceptance of the conferees’ report. When the conferees’ 
report was submitted to the House, the majority of the members were 
adamant in their determination that the jurisdiction over all advertising 
should be invested in the Federal Trade Commission, despite the recom- 
mendation of their conferees. Their majority leader also made an elo- 


quent appeal for the accéptance of the conferees’ report and pointed out 
that failure to accept this amendment would mean the postponement for 
another year of the adoption of the revision of a law giving greater 
protection to the health of the public. Nevertheless, the House as its last 
official act of the Seventy-fourth Congress voted down this amendment 
with such a statement from the floor as: ‘Copeland shall not pass this 
House.” 


Issue of Jurisdiction of False Advertising 


As further evidence of the tension which had been developed with 

respect to the issue of jurisdiction of false advertising by the Department 
of Agriculture and the Federal Trade Commission, let me quote from the 
remarks of the Majority Leader of the House at this closing session of 
the Seventy-fourth Congress. He said in part: 
“There might be a little lobbying around here by some people, but there is nobody 
who has lobbied around this Capitol on any bill in the 23 years I have been in 
Congress more than the members of the Federal Trade Commission have lobbied on 
this bill.” 
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Meetings in Interim Between Congresses 


So this Congress adjourned without any positive action and Senator 
Copeland had to start all over again. In the interim between the closing 
of the Seventy-fourth Congress and the opening of the Seventy-fifth 
Congress, Senator Copeland held open meetings separately with the 
food, drug, and cosmetic manufacturers, and held extensive conferences 
with representatives of consumer organizations and the representatives 
of the Food and Drug Administration. Senator Copeland always ap- 
peared at his best at these meetings because of his medical background 
and his experience as a health official, and his long experience in Congress. 
He would quickly recognize suggested amendments which ssemed harm- 
less, but which actually contained provisions which would result in 
weakening the law.* 


Senate 5, Seventy-fifth Congress 


On January 6, 1937, at the First session of the Seventy-fifth Con- 
gress, Senator Copeland again introduced Senate 5. This bill was shortly 
thereafter reported favorably by the Committee on Commerce, and 
passed by the Senate on March 10, 1937, and referred to the House. 
Action was again delayed in the House until the Third session of the 
Seventy-fifth Congress when, on April 14, 1938, Senate 5 was reported 
by the Committee on Interstate and Foreign Commerce with amend- 
ments. Senate 5 as reported by the House had been amended by striking 
out the provision relating to false advertising. By some adroit legislative 
maneuvering in the House, jurisdiction over false advertising of foods, 
drugs, and cosmetics had been placed in the Federal Trade Commission. 
While Senate 5 was pending in the Committee on Interstate and Foreign 
Commerce, this same Committee amended Senate 1077, which amended 
the Federal Trade Commission Act, by inserting specific provisions 
concerning false advertising of foods, drugs, and cosmetics which were 
almost identical with the provisions contained in Senate 5. This threw 
Senate 1077 into conference and removed from further debate by 


* Senator Copeland was graduated from the medical department of the University of 
Michigan in 1889, took postgraduate courses in Europe, was house surgeon in the Uni- 
versity of Michigan Hospital 1889-1890, practiced medicine in Ann Arbor, Michigan 
1890-1895, professor in the medical school of University of Michigan 1895-1908, Dean of 
the New York Flower Hospital and Medical College 1908-1918, Commissioner of Public 
Health and President of the New York Board of Health 1918-1923. Elected to the United 
States Senate in 1922, reelected in 1928 and 1934, and served from March 4, 1923, until 
his death June 17, 1938. 
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the Senate the new provision relating to false advertising as inserted in 
Senate 1077. Under parliamentary procedure, neither House can amend 
a conference report. It must either accept or reject such a report. When 
the Senate accepted the conference reports on Senate 1077, further con- 
sideration by Congress of the false advertising provisions of Senate 5 
was no longer necessary. Within a short interval after the President 
signed Senate 1077, the House Committee reported Senate 5. On June 
1, 1938, the House passed Senate 5 with amendments. The Senate again 
disagreed to the amendments and requested a conference with the House. 
It was at this conference that Senator Copeland displayed his finest 
leadership in his long fight for a strong revision of the Food and Drug 
Act of 1906. Senator Copeland served as Chairman of this conference. 
Senate 5 as it was passed by both the Senate and House contained 
weakening amendments. With the cooperation of the conferees of both 
Houses, Senator Copeland succeeded in rejecting the weakening amend- 
ments in each bill and adopting the better features of each bill, so that 
the bill as agreed to by the conferees did not weaken any provision of 
the old law, but materially strengthened and extended the protection 
of the consumer, the original objective of the revision of the Food and 
Drug Act of 1906. The Senate and House accepted the report of their 
conferees on June 10, 1938, and June 13, 1938, respectively; the revision 
of the Food and Drug Act of 1906 was finally adopted by Congress and 
signed by the President June 25, 1938. 


Credit to Others 


In thus relating the part played by Senator Royal S. Copeland in 
the enactment by Congress of the Federal Food, Drug, and Cosmetic 
Act, I do not want to detract in any way from the credit of the other able 
members of Congress, in both the Senate and House, the members of 
the Legislative Counsels’ Office of both Houses, the Food and Drug 
Administration, the members of the Solicitor’s Office of the Department 
of Agriculture, the consumer groups, and the enlightened representatives 
of the food, drug, and cosmetic industries whose interest in the welfare 
of the consumers was shown in their efforts for a better law. 


Senator Vandenberg’s Tribute 


May I conclude this rather sketchy statement on the part played 
by Senator Copeland in the passage of the Federal Food, Drug, and 
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Cosmetic Act by quoting an excerpt from the eloquent tribute to Senator 
Copeland in a memorial address made by Senator Arthur H. Vandenberg, 
who, during the five years in which this law was considered by Congress, 
had been a member of the Committee on Commerce of the Senate and 
a‘so a member of the Committee on Conference which made the final 
recommendations on the bill. 


“True to his professional dedications as a great physician, he was particularly 
eager to promote the public health. He was unique in his dual qualities as a medical 
statesman and this is a better, safer country in which to live as a result. One of the 
last official acts of his life was to successfully pilot a new Pure Food and Drug Act 
to the statute books after five painful years of effort. Here again, it almost seems as 
though a discerning Providence kept him upon a major task until the task was done 
and permitted him to close his eyes upon a monumental, finished work.” 


[The End] 





CORRECTION 


Mr. A. E. Leger, President of the Soy Flour 
Association, calls attention to my statement in 
the Food Drug Cosmetic Law Quarterly, Vol- 
ume 1, p. 470: “When over-production of soya 
beans presented an economic problem, there 
arose a demand for bread standards permitting 
the use of three per cent soya bean meal.” 
What I had in mind when making this state- 
ment was not soya beans as such, but soya flour 
and related products available for home con- 
sumption in foods. My interpretation of state- 
ments in the “Soybean Digest’’ and news release 
of the War Food Administration was that 
12-fold increase in allocation made more of these 
products available than home consumption food 


uses could absorb. W. R. M. Wharton. 
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Notes and Commen 





Judicial, Administrative and Legislative Developments 


Food held in original packages for more than two years not sub- 
ject to seizure . . . The United States Supreme Court has denied 
certiorari in the Phelps Dodge case, discussed in the March issue of 
the Food Drug Cosmetic Law Quarterly, Volume 2, pp. 87, 88. This 
case was also discussed at length in a comprehensive talk by Vincent 
A. Kleinfeld, Head, Trade and Consumers Unit, Administrative Regula- 
tions Section, Criminal Division, Department of Justice, at the Second 
Annual Meeting of the Food, Drug and Cosmetic Law Section of the 
New York State Bar Association, which was reported in the March issue 
of the Food Drug Cosmetic Law Quarterly, Volume 2, pp. 21-32. 
(United States v. Phelps Dodge Mercantile Company. In the United 
States Circuit Court of Appeals for the Ninth Circuit. No. 11,249. 
September 25, 1946 [CCH Food Drug Cosmetic Law Reports § 7023}. 
Certiorari denied, United States Supreme Court. February 10, 1947.) 


The United States Supreme Court, in denying certiorari in this case, 
has undoubtedly given the Food and Drug Administration the worst 
defeat that it has had in a great number of years. The Food and Drug 
Administration for more than 40 years has exercised its power of seizure 
against foods, drugs and cosmetics which have become contaminated or 
spoiled after shipment in interstate commerce. Its right to do this has 
apparently gone unchallenged and many routine seizures have been 
made under the exercise of this power. In fact, it is understood that 
about 40 per cent of the Administration's seizures has been of goods 
which have become contaminated or spoiled after the completion of the 
interstate shipment. As a result of this decision, the Food and Drug 
Administration will no longer be able to proceed in this type of case 
and this will place on state and municipal authorities the burden of seiz- 
ing and condemning goods that have become spoiled after receipt by 
the consignee. Whether or not these authorities will have the men and 
facilities to assume this added burden is a question. 
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In addition to the practical effect which this decision will have of 
transferring jurisdiction over this type of adulteration to the local au- 
thorities in cases where the goods became contaminated or spoiled after 
the shipment, the case also presents the Federal Food and Drug Admin- 
istration with another difficult problem. This problem will arise in cases 
where it may be difficult to tell whether or not the goods became adul- 
terated or debased before or during the interstate shipment rather than 
after arrival at their destination. Many commodities slowly deteriorate 
while in transit and the government might not be able to establish just 
when the spoilage actually took place. This decision, in holding that 
the government must show that the deterioration occurred before or 
during the interstate transportation, may prevent the Administration 
from proceeding in many cases because of the practical difficulty of 
proving just when the deterioration actually took place. 


The Food and Drug Administration has intimated that, if the 
Supreme Court did not reconsider its decision, the Administration would 
have no choice but to ask Congress for a clarifying amendment. Such 
an amendment has been introduced (S. 1190 and H. R. 3128 and 3147). 
There seems to be little doubt that Congress has the power to authorize 
the Administration to condemn products which have become contam- 
inated while in their original packages after the termination of interstate 
shipment. While not so clear, it seems probable that the Federal power 
would extend to such goods even after they had been removed from 
their original packages. If such a clarifying amendment were passed, 
it would therefore probably be constitutional. In the meantime it seems 
that even Mr. Kleinfeld has some doubt as to whether or not the lan- 
guage of the present law is sufficient for this purpose. 


* * * 


Circulars held not to constitute labeling ... Ada J. Alberty was 
found guilty of violating the Federal Food, Drug, and Cosmetic Act and 
was sentenced to three years on probation. She appealed from this 
judgment and on appeal the information was ordered to be dismissed. 


The information charged that certain circulars which misbranded 
the drug involved had been shipped into interstate commerce by the 
appellant to the Natural Food Store at Kansas City, Missouri, on Feb- 
ruary 7, 1944, and that the drug was shipped to the same store on April 
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18, 1944, two months and eleven days later. The information did not 
charge that the labels were to be placed with the drug or used together 
with it by the consignee. 


After overruling the demurrer to the information, the case was tried 
on a stipulation of facts which stated that the shipment of circulars was 
received by the consignee on February 11, 1944, and the drug on April 
25, 1944, and that they were exhibited together in the consignee’s store. 


The Circuit Court distinguished its previous decision of Llnited 
States v. Research Laboratories Inc. (CCA-9) 126 F. (2d) 42, and 
other cases holding that circulars shipped separately might still be con- 
sidered as accompanying the article, and ruled that the bald statement 
that the labels were shipped to the Missouri consignee 71 days before 
the drug was shipped did not charge the offense of causing them to 
accompany the drug’s introduction into interstate commerce on or about 
April 18, 1944. (Ada J. Alberty v. United States. In the United States 
Circuit Court of Appeals for the Ninth Circuit. No. 11,338. January 
31, 1947 [CCH Food Drug Cosmetic Law Reports § 7034].) 


As was pointed out in the discussion of the Paddock case in the 
March issue of the Food Drug Cosmetic Law Quarterly, Volume 2, 
pp. 90-92, there had been a definite trend of decisions holding that 
advertising matter “accompanies” an article if the two reach the con- 
sumer together, irrespective of the fact that they were shipped at dif- 
ferent times over different routes and received at different times, where 
it could be shown that the products and advertisements were shipped 
for the purpose of using the two items together at the time of subsequent 
sale. This trend has received a definite setback as a result of the 
Alberty decision, but it would seem that that decision might be recon- 
ciled with the other decisions. As was pointed out by the Court in the 
Alberty case, the labels may not have arrived in Missouri or they may 
have been destroyed, or they may have been distributed to the pro- 
spective customers a month before the arrival of the drug in Missouri, 
and hence never accompanied it there; or they may have been used in 
connection with other drugs shipped and sold long prior to April 18, 
1944, when the charged offense of shipping the misbranded drug is 
alleged ‘‘then and there’ to have been committed. The information 
alleges nothing to the contrary. The Court further pointed out that the 
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information did not allege that the labels were to be placed with the drug 
or used together with it by the consignee. From this it can be concluded 
that the demurrer was defective in that it did not sufficiently allege the 
ultimate facts as to the circulars and drugs reaching the ultimate con- 
sumer together. If the information were defective in this respect, the 
subsequent trial of the case on a stipulation of facts would not cure this 
defect. While the language of the Court does not make it entirely clear 
that this was the basis of its decision, it could well be argued that this 
was the purpose and intent of the decision. 


The Court distinguished its previous decision of Linited States v. 
Research Laboratories Inc. (CCA-9) 126 F. (2d) 42, on the ground 
that in that case the false circulars were shipped by a single shipper to 
a single consignee and were simultaneously received at their common 
destination. It also disposed of the district court decision in Lnited 
States v. Seven Jugs of Dr. Salisbury’s Rokos, 53 F. Supp. 746, as hav- 
ing similar facts to the Research Laboratories case. While the Salis- 
bury Rokos case might be considered as substantially similar to the 
Research Laboratories case, it appears from the Salisbury Rokos decision 
that the drugs and printed matter had common origin and common des- 
tination and were physically associated together in stores, but that they 
were shipped at different times and over different routes. To this extent 
the Salisbury Rokos case was different from the Research Laboratories 
case, and on the whole the facts seem to be more similar to those in the 
Alberty case. The Court also distinguished the case of Linited States 
v. Lee (CCA-9) 131 F. (2d) 464, on the ground that the complaint 
there sought an injunction because of an entirely different offense—the 
placing of the drug and the false printed material together after inter- 
state shipment in violation of Section 301 (k) of the Federal Food, Drug, 
and Cosmetic Act (21 USCA Section 331(k)). The Lee case charged 
both a violation resulting from the shipment in interstate commerce of 
the misbranded drug and also the alteration of the label after such ship- 
ment resulting in the misbranding of the drug, the latter charge being 
made pursuant to Section 301(k) of the Federal Food, Drug, and Cos- 
metic Act. While the language of the Lee case is open to the construc- 
tion which was placed upon it by the Court in the Alberty case, a more 
obvious interpretation of that decision seems to be that the Court con- 
strued the word “‘accompanying” as including literature which did not 
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go along with a product, but which was brought in the presence of and 
in association with the product after shipment, if the shipper and con- 
signee intended to display the separately shipped circulars with the 
product. 


In the light of the foregoing, it seems that despite the Alberty case 
the Food and Drug Administration can reasonably take the position 
that, where it can be shown that the products and advertisements are 
shipped for the purpose of using the two items together at the time of 
subsequent sale, the advertising is to be considered as labeling. In the 
event that the Administration is not ultimately sustained on this point 
in those cases where the circulars and the article are shipped at different 
times and by different methods, it would still seem that it can proceed 
against this type of violation under the provisions of Section 301(k) of 
the Federal Food, Drug, and Cosmetic Act, and thus secure substan- 
tially the same type of enforcement. 


* * ao 


Food and Drug Administration has the sole right of determining 
the method which would bring a condemned product into compliance 
with the law . . . A consent decree was entered providing for the 
condemnation of certain black raspberry puree because it was adul- 
terated. The decree provided that the claimant of the product upon 
filing an appropriate bond could recondition the goods under the super- 
vision of the Food and Drug Administration of the Federal Security 
Agency. The Food and Drug Administration determined that distilla- 
tion was the only process which would properly recondition this puree 
for human consumption and that it would approve no other method, 
whereupon the claimant filed a motion to require the Food and Drug 
Administration to supervise a reconditioning process of the filtration 
type. The Court said that it could see no abuse of discretion on the 
part of the Food and Drug Administration in making the determination 
that it did and that the Court could not interfere with that determina- 
tion. The fact that the claimant might suffer financial loss was held 
not to be of great materiality. Its product having been found to be unfit 
for human consumption, the reconditioning was thought to be not a mat- 
ter of right but of permission only. (United States v. 1322 Cans, More 
or Less, of Black Raspberry Puree. In the District Court of the United 
States for the Northern District of Ohio, Eastern Division. No. 23741 
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Civil. November 6, 1946 [CCH Food Drug Cosmetic Law Reports 
q 7031].) 


This decision states the interpretation the courts have been univer- 
sally placing on this law in connection with the reconditioning of con- 
demned foods, drugs and cosmetics. It is doubtful, however, whether 
or not many of the claimants who file bond for the reconditioning of 
such goods realize at the time they take this step that the goods have to 
be reprocessed pursuant to a method approved by, and under the super- 
vision of a representative of the Food and Drug Administration. Many 
claimants may believe that they thoroughly understand these require- 
ments, but they proceed on the assumption that a process which they 
believe is satisfactory will be accepted by the Food and Drug Admin- 
istration, when such is not the case. The decision in this case emphasizes 
the fact that it is advisable to proceed with caution in connection with 
such matters and that it is probably advisable to confer with the Food 
and Drug Administration before going to the expense of filing bond 
for reprocessing. 


Some claimants of condemned goods may wonder why such broad 
discretion is placed in the hands of the Food and Drug Administration. 
The Court in this decision brings out the reason for this—without a 
new trial it would not be possible to determine whether the reprocessing 
method proposed by a claimant would comply with the provisions of 
the Federal Food, Drug, and Cosmetic Act. However, that would be 
an issue which was not presented in the original case; it could not be 
determined on motions or affidavits. If a new process which did not 
meet with the approval of the Food and Drug Administration were per- 
mitted, and the goods were released after a reprocessing such as the 
claimant might propose, the product would immediately become subject 
to a new seizure at the instance of the Food and Drug Administration 
to determine whether or not it was then in compliance with the Federal 
Food, Drug, and Cosmetic Act. This would present an issue for a new 
case immediately upon the release of the goods from the first seizure. 
The purpose of vesting discretion and supervisory powers in the Food 
and Drug Administration as to reprocessing was to avoid such a suc- 
cession of suits. 


Another recent decision on the question of permission to reprocess 
adulterated goods is that of Linited States v. 338 Cartons, More or Less, 
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of Butter, et al. In the District Court of the United States for the South- 
ern District of West Virginia. Civil Action 567. August 27, 1946 
[CCH Food Drug Cosmetic Law Reports § 7035]. 


In that case the Court permitted the claimant of the butter, on 
giving bond, to take possession of the butter and reprocess a reasonable 
amount of it into butter oil under proper supervision by the Food and 
Drug Administration. The government counsel then asked for oppor- 
tunity to submit further argument and thereupon convinced the Court 
that the soluble insect fats and other filth would still remain in the 
reprocessed product and that the government knew no process which 
would remove the contamination. As the claimant could suggest no 
process which would insure removal of the contamination from the final 
product, the Court denied it the right to use any part of the butter for 
any product intended for human consumption. 


* * * 


Circuit Court upholds condemnation of entire shipment on basis 
of representative samples . . . Claimant appealed from a judgment 
of condemnation entered after trial by the Court, from which it 
appeared that a portion of representative samples were found to be 
defective. 


The position taken by the owners was that the Act does not confer 
the power to order condemnation of an entire shipment of commingled 
sound and defective articles. The Court, however, overruled this con- 
tention on the grounds that the provisions of the Federal Food, Drug, 
and Cosmetic Act authorize the Court to enter a judgment of condem- 
nation of the whole shipment subject to the conditions for repossession, 
separation and restoration of the shipment, or a portion thereof, to com- 
pliance with the law. The condemnation entered by the district court 
preserved to the owners the right accorded by Section 304(d) of the 
Federal Food, Drug, and Cosmetic Act to repossess themselves of the 
shipment and to separate the defective articles therefrom, and upon 
bringing the shipment, or a portion of it, into compliance with the Act 
under the supervision of the Food and Drug Administration, to dispose 
of the satisfactory articles in such manner as they might see fit. (Nathan 
and Michael Gellman, co-partners doing business as Gellman Brothers 
v. United States. In the United States Circuit Court of Appeals for 
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the Eighth Circuit. No. 13,412. March 4, 1947 [CCH Food Drug 
Cosmetic Law Reports § 7045].) 


As was pointed out in the discussion of the Tomato Puree case in 
the December issue of the Food Drug Cosmetic Law Quarterly, Volume 
1, p. 609, 610, it has been the accepted practice in most of the courts to 
condemn the entire shipment even where only a small portion thereof 
can definitely be shown to be adulterated. 


It has now been clearly stated by the Court in the Gellman case 
that if there were any doubt as to Congress’ intention in this respect, 
it has been clarified by Section 304(d), which provides that, after a 
judgment of condemnation, the owner, after posting bond, may separate 
the good from the defective under the supervision of the Food and Drug 
Administration and thereupon repossess himself of that portion which 
meets the requirements of the law. The Circuit Court in this decision 
has thereby confirmed as appropriate practice the manner in which the 
district courts have been handling this type of situation in the past. 


* * * 


Labeling which represents that a device is a cure for all the ills 
that afflict the human body constitutes misbranding . . . The govern- 


ment appealed from a judgment of the district court denying its prayer 
for the seizure and condemnation of a device bearing a plate reading 
‘Tox-Eliminator—Tox Eliminator Co., Inc. Glendale, Calif. Ser. No. 
513.” It was stipulated that the device was shipped in interstate com- 
merce together with certain circulars extolling its merits. The effect of 
the stipulation was to agree that the circulars constituted labeling. 


It seemed apparent that the principal reason the lower court had 
dismissed the case was that the government's five medical experts had 
never used the device in question. They did testify, however, that they 
understood fully the principles upon which such a device (a colonic 
irrigator) operated and further testified that the device would not cure 
the diseases listed in the labeling. 


The Circuit Court reached a contrary conclusion and determined 
that these men were not disqualified merely because they had not used 
the device in question nor seen it in operation. As these medical experts 
were fully conversant with the principles of colonic irrigation and the 
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principles on which the device operated, their testimony was held to be 
competent and to constitute substantial evidence. The Court further 
found that the representations in the circulars were false and constituted 
mislabeling. As to the argument that the circulars did not promise a 
full cure but only relief and improvement, the Court pointed out that the 
aim of the statute is to prevent a false impression resulting from ambi- 
guity and indirection, as well as statements which are false. Those that 
are ambiguous and likely to mislead should be read favorably to the 
accomplishment of the Act. (United States v. One Device, intended 
for use as a colonic irrigator, bearing a plate reading “ Tox Eliminator — 
Tox Eliminator Co.,” etc. In the United States Circuit Court of Appeals 
for the Tenth Circuit. Nos. 3374-3375. February 27, 1947 [CCH Food 
Drug Cosmetic Law Reports § 7044].) 


The Circuit Court in reversing this case has given the Federal 
Food, Drug, and Cosmetic Act an interpretation which should have a 
wholesome effect upon those who wish to make, by indirection, claims 
which are inherently dishonest and deceitful. Where a casual reading 
of a label induces in the minds of many of the ailing and suffering the 
belief that the product so labeled promises absolute and general relief 
from all their ailments, such labeling should be considered as deceptive 
and misbranding even though a careful analysis of its wording indicates 
that no such claims are made. The statute requires that the vendors of 
such goods shall choose statements, designs and devices which will not 
deceive, and it cannot reasonably be said that it is impossible to comply 
with such a requirement. 


:.2 


Defendant found not guilty of shipping adulterated food where 
it directed independent warehouse to make the shipment ...A 
criminal information was filed against Wilson and Co. alleging that 
they had introduced into interstate commerce a shipment of dressed 
poultry which was adulterated with mice, mice nests and mice droppings 
at the time of shipment. 


The case was tried pursuant to a stipulation as to the facts from 
which it appeared that Wilson and Co. delivered the poultry to a cold 
storage company in Wichita, Kansas, and that when the goods were 
delivered to the warehouse, they were destined for interstate shipment. 
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Thereafter, the warehouse was instructed by Wilson and Co. to ship 
the goods to Fort Worth, Texas. In the meantime, without the knowl- 
edge of Wilson and Co., the goods became adulterated while in the 
warehouse at Wichita. 


The Court in its charge to the jury practically directed that under 
the law and stipulated facts it should bring in a verdict of guilty, but 
despite this the jury returned a verdict of not guilty. (United States v. 
Wilson and Co. In the United States District Court for the District 
of Kansas. March 15, 1944, Federal Security Agency Notices of Judg- 
ment under the Federal Food, Drug, and Cosmetic Act, Foods, No. 
8972 [CCH Food Drug Cosmetic Law Reports { 7041]}.) 


This case is somewhat novel in that despite the charge of the Court 
(which practically instructed the jury to find the defendant guilty) the 
jury still returned a verdict of not guilty, apparently because it thought 
a finding of guilty on the facts would have been unfair to the defendant. 
The only question the jury had to determine was whether or not Wilson 
and Co. introduced or delivered for introduction into interstate com- 
merce the articles of food in question. Under the stipulation it was 
admitted that the food was adulterated. The food was placed in the 
warehouse by Wilson and Co. subject to its order. As was pointed out 
by the Court, there was no action that could be taken by the warehouse 
to start these articles of food in interstate shipment. The act which 
started the product on its way in interstate commerce was the order of 
Wilson and Co. to the warehouse to make the shipment. However, in 
the eyes of the jury this was probably looked upon as merely an inci- 
dent to the actual action of the warehouse in making the physical ship- 
ment, and the jury must have considered the warehouse the guilty party 
under the facts as submitted for decision. 


se FF  @ 


Discovery through oral deposition of government experts held 
inappropriate in seizure action under the Federal Food, Drug, and 
Cosmetic Act . . . After certain uncarbonated beverages had been 
seized because they were alleged to have been adulterated and mis- 
branded, the claimant gave notice of the taking of oral deposition of 
Dr. Paul B. Dunbar, Commissioner of Food and Drugs, or such other 
officer, agent or employee as he might designate, pursuant to the Rules 
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of Civil Procedure. The government filed a motion to vacate the notice 
on the ground that the proceeding was governed by the Admiralty 
Rules and that if the Rules of Civil Procedure did apply, discovery 
would not be appropriate. The Court held that, although under Section 
304(b) of the Federal Food, Drug, and Cosmetic Act seizure by process 
of libel proceeding is to conform as nearly as possible to the procedure 
in admiralty, the Admiralty Rules do not apply once the property has 
been seized by process in rem, and that thereafter the Federal Rules of 
Civil Procedure are applicable. However, it was felt that it was inap- 
propriate to proceed with the examination because the examination of 
the government's experts who are paid by the government would amount 
to taking the property of the government without making just compen- 
sation therefor. (United States v. 88 Cases, More or Less, Each Con- 
taining 24 63% fl. oz. Bottles of an Article Labeled ‘Bireley’s Orange 
Beverage”. Bireley’s, Inc., Claimant. In the United States District 
Court for the District of New Jersey. Civil No. 4711. September 11. 
1946 [CCH Food Drug Cosmetic Law Reports § 7039].) 


While counsel for various claimants in seizure actions are undoubt- 
edly of the opinion that the disposition of their cases could be expedited 
if they could have an opportunity to examine the government's wit- 
nesses before trial for the purpose of narrowing the issues, it still must 
be admitted that the reason given by the Court for reaching the conclu- 
sion that it did appears to be quite logical. 


~ * * 


Advertisements considered in finding drug to be misbranded 
A preliminary injunction was issued forbidding the shipment into inter- 
state commerce of a drug which the government alleged to be mis- 
branded because of inadequacy of directions for use. It appeared that 
the drug, which was sold both in tablet and liquid form, had been adver- 
tised as a treatment for psoriasis, eczema, leg sores, leg ulcers and 
athlete's foot. 


The Court in its interlocutory findings of fact stated that the labels 
did not bear adequate directions for the use of the product in the treat- 
ment of the conditions, ills and diseases for which the advertising pre- 
scribed, recommended and suggested its use. In the conclusions of law 
the Court stated that the labels failed to bear adequate directions for 
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use and thus violated the requirements of Section 502(f)(1) of the 
Federal Food, Drug, and Cosmetic Act and the Regulations there- 
under. (United States v. Chester Walker Colgrove, trading and doing 
business under the firm name and style of Colusa Remedy Company, 
and Colusa Remedy Company, a Nevada corporation. In the District 
Court of the United States for the Southern District of California, Cen- 
tral Division. No. 5992-WM Civil. February 14, 1947 [CCH Food 
Drug Cosmetic Law Reports § 7046]. ) 


This ruling is the first court decision in which consideration has 
been given to Regulation 2.106(a) of the Food and Drug Admin- 
istration, issued under Section 502(f)(1). This provides that directions 
for use may be inadequate, if they do not cover all the conditions for 
which the drug or device is prescribed, recommended or suggested in 
the labeling or advertising thereof, disseminated or sponsored by or on 
behalf of the manufacturer, packer or distributor. The Court in sustain- 
ing the interpretation of the Food and Drug Administration in its regu- 
lation relative to the adequacy of directions for usage made it clear that 
the advertising as such did not misbrand the drug, but that on the basis 
of the representations made therein the drug should be labeled with 
adequate directions for its use in the treatment of the various ills for 
which the advertising represented it as a remedy. 


It might be worth mention that this case is somewhat weak as a 
precedent on this point, for the reason that irrespective of the adver- 
tisements circulated with reference to these drugs, the label might still 
have been found to be inadequate as incomplete and indefinite. The 
labeling made no reference whatsoever to the conditions for which the 
drugs were prescribed or recommended except to mention that open 
sores should be saturated with the oil. Unless the uses to which these 
drugs are put are such common uses that adequate directions for these 
uses are known by the ordinary individual, this in and of itself would 
seem to constitute misbranding. As it seems unlikely that this oil would 
have such common uses that the method of using it would be known 
by the ordinary individual, the Court might have reached an identical 
conclusion without considering the advertising. 


x * * 


Food and Drug Administration wins two of four recent cases . 
The Food and Drug Administration has won two and lost two deci- 
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sions in connection with important matters relating to the administration 
of the Federal Food, Drug, and Cosmetic Act. 


The Circuit Court of Appeals for the Fifth Circuit has reversed 
the Sullivan case (Jordan James Sullivan, trading as Sullivan's Phar- 
macy, v. United States. In the United States Circuit Court of Appeals 
for the Fifth Circuit. No. 11,774. May 12, 1947 [CCH Food Drug 
Cosmetic Law Reports § 7050] ), discussed in the December issue of the 
Food Drug Cosmetic Law Quarterly, Volume 1, pp. 604-606. 


In reversing the conviction, the Circuit Court said in substance that 
it was of the opinion that the Congress did not intend to extend the 
prohibitions of the Federal Act to transactions in retail drug stores, 
beauty parlors, barber shops, etc. throughout the United States. 


This decision relates to the clarifying amendment (S. 1190, H.R. 
3128 and 3147) which has been introduced in Congress to overcome the 
Phelp’s Dodge decision previously discussed. This is so in that it re- 
lates to the question as to how far Congress can go in regulating intra- 
state transactions which may occur after an interstate shipment has been 
made. In view of the constitutional questions involved, the Congress 
may possibly await a decision by the Supreme Court in the Sullivan case 
before giving consideration to this amendatory legislation. 


The second case which the Food and Drug Administration lost 
was that involving “Prescription 5000” (United States v. Walter Kurt 
Max Hassenstein, trading and doing business as Hassenstein Company. 
In the District Court of the United States for the Southern District of 
California. No. 19004, Criminal. May 8, 1947.). This case involved 
the question as to whether or not an emmenagogue was labeled with 
adequate directions. The product contained extensive directions, includ- 
ing the statement “IMPORTANT—to be used as directed by physi- 


cian.” 


Such a method of labeling conflicts with the Administration's regu- 
lations relating to directions for use, which are, (1) a prescription 
legend statement without any other directions, or (2) a complete state- 
ment of directions for products regarded as safe for self-medication. 


The Court, however, found nothing misleading in a combination 
of these two types of directions and stated that in its judgment such 
labeling constituted an adequate labeling for the use of the product. 
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In the Kelp case (United States v. Michael Walsh, an individual 
trading as Kelp Laboratories. In the Supreme Court of the United 
States. No. 718. October Term 1946. May 19, 1947 [CCH Food 
Drug Cosmetic Law Report 4 7052]), discussed in the January 1947 
issue of the Food Drug Cosmetic Law Quarterly, Volume 2, pp. 97-98, 
the Administration has won an important victory. The Supreme Court, 
in reversing the District Court, held that where a guaranty, such as that 
provided for in the Federal Food, Drug, and Cosmetic Act, is given to 
a dealer who is regularly engaged in making interstate shipments, the 
provisions of the Act impose liability under the guaranty if it turns out 
to be false. The liability was held to occur even though the particular 
shipment which made the guaranty false is not alleged to have been an 
interstate shipment. The Court was of the opinion that where the effec- 
tiveness of the Federal regulation of interstate commerce depended upon 
a regulation or prohibition attaching regardless of whether the particu- 
lar transaction is interstate or intrastate in character, the Congress may 
act with regard to a transaction that concerns a business generally en- 
gaged in interstate commerce. 


The other case which was recently won by the Administration was 
the “Spectro-Chrome” case (United States v. William Ray Olsen. 
United States Circuit Court of Appeals for the Ninth Circuit. No. 
11,403. May 15, 1947 [CCH Food Drug Cosmetic Law Reports 
“ 7051] ), discussed in the December issue of the Food Drug Cosmetic 
Law Quarterly, Volume 1, pp. 610-611. In overruling the lower court, 
it was stated that the government might proceed against an article which 
is misbranded when introduced into interstate commerce “at any time 
thereafter” and that the right of an individual to seek to cure himself of 
his ills by any means he may choose which are not inherently dangerous 
or harmful, is subordinate to the rights of the government to proceed 
against an article which has been improperly shipped in interstate com- 
merce in violation of the law. 


These four cases will be reviewed in greater detail in the September 
issue of the Food Drug Cosmetic Law Quarterly. 


ee 2 @ 


Streptomycin Certification Act (S. 445) . . . The Streptomy- 
cin law, which provides for the pretesting and certification of strep- 
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tomycin before interstate distribution, was approved by the President 
on March 10, 1947, and became effective immediately. 


The law provides that streptomycin and all products containing 
it shall be pretested by the government before interstate distribution 
may be made, in the same manner in which insulin and penicillin have 
been pretested under similar provisions of law. Provision is made for 
exempting the drug from these requirements when in the judgment of 
the Administrator they are no longer necessary to insure safety and 
efficacy of use. The law further provides that a drug shall be deemed 
misbranded if it is represented to be streptomycin or any derivative 
thereof unless it is from a certified batch or unless the product has been 
exempted from the requirement of certification by regulation of the 
Administrator. 


The law also amends Section 301(j) of the Federal Food, Drug, 
and Cosmetic Act to prohibit governmental agents from revealing infor- 
mation acquired under the authority of the sections providing for the 
certification of insulin, penicillin and streptomycin with respect to any 
method or process which is a trade secret entitled to protection. The 
Federal Security Agency in a letter to the Speaker of the House of 
Representatives dated January 22, 1947, mentioned that such a provi- 
sion was inadvertently omitted when the sections relative to insulin and 
penicillin certification were originally enacted. [The End] 


“Notes and Comment’ is a regular feature of 
the Food Drug Cosmetic Law Quarterly, 
written by Franklin M. Depew, who is of 
counsel for Standard Brands Incorporated 
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Dr. Paul B. Dunbar 
A Biographical Vignette 





Dr. Paul B. Dunbar, Commissioner of Food and Drugs since May 
1944, has had an important part in developing policies in the administra- 
tion of food and drug laws for the last 20-odd years. His record shows 
a rare combination of professional attainments and administrative abil- 
ity, says Federal Security Administrator Paul V. McNutt. 

Dr. Dunbar was born in Lebanon, Pennsylvania, in 1882, and 
moved to Baltimore, Maryland, in 1894. He received a B.S. degree from 
Gettysburg College in 1904, M.S. from the same college in 1906, Ph.D. 
from Johns Hopkins University in 1907, and the honorary degree of 
Sc.D. from Gettysburg College in 1937. 

Immediately after receiving the degree from Johns Hopkins, Dr. 
Dunbar was appointed as one of the original group for the enforcement 
of the Food and Drug Act of 1906. A food chemist, his work started 
in the laboratory. In 1914, he became staff assistant to Mr. Walter G. 
Campbell, chief of the Eastern District of the Bureau of Chemistry. 

Dr. Dunbar was appointed assistant chief of the Bureau of Chemis- 
try in 1925 and of the Food and Drug Administration in 1927 when it 
was organized. 

He continued in that capacity when the Food and Drug Adminis- 
tration was transferred to the Federal Security Agency in 1940; and in 
1942 was appointed Associate Commissioner of Food and Drugs. 

Dr. Dunbar lives in Chevy Chase, Maryland, with his wife, the 
former Miss Alice L. Davidson of Elmira, New York. They have three 
daughters and two grandchildren. [The End] 
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Charles W. Crawford 
A Biographical Vignette 


Charles W. Crawford, Associate Commissioner of Food and 
Drugs since December 1945, is responsible for the initiation of regula- 
tions and standards to be promulgated under the Food, Drug, and 
Cosmetic Act, in addition to serving as second ranking officer of the 
Food and Drug Administration. 

Mr. Crawford was born in Lorena, Texas, in 1888, and moved to 
Oklahoma in 1900. He received his B.S. and M.S. degrees from the 
Oklahoma Agricultural and Mechanical’ College at Stillwater, and 
taught chemistry there and in Washington State College. He also 
served as Assistant Chemist of the Oklahoma Agricultural Experiment 
Station at Stillwater, Assistant Chemist of the State of Washington at 
Pullman, and Chemist of the International Refining Company at 
Cushing, Oklahoma, before entering the Chicago Station of the Bureau 
of Chemistry, United States Department of Agriculture. 

After working as an analyst in the Chicago and New Orleans 
Stations of the Food and Drug Administration, Mr. Crawford came to 
the administrative offices in Washington in 1918. Ten years later he 
was made head of the newly created Interstate Division. In 1939 he 
became Technical Advisor, assigned to the Office of the Chief of the 
Food and Drug Administration, and in 1942 he was named Assistant 
Commissioner of Food and Drugs. He devoted most of his time from 
the passage of the Food, Drug, and Cosmetic Act in 1938 until he 
became second in command of the Administration in May, 1944, to work 
involving the formulation of regulations and standards. 

He lives in Arlington, Virginia, with his wife, the former Miss 
Relia Brewer of Champaign, Illinois. They have two children and 
three grandchildren. [The End] 
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